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LETTER FROM SECRETARY THOMPSON

The President's FY 2005 Budget for the Department of Health and Human Services reflects the Administration's
ongoing commitment to enhance the health, well-being, and safety of our Nation's citizens. The $580 billion
proposed by the President will enable the Department to continue working with our partners in State and local govern-
ments, and in the private and volunteer sectors to improve health benefits, strengthen our defense against bioterrorism,
expand access to health care, and serve populations in need.

The Department of Health and Human Services was given a number of challenges by the Administration, many of
which have been accomplished. We increased access to health care, completed the doubling of the National Institutes
of Health budget, and launched the Global AIDS Initiative. We have also made great strides in building the capacity
of grass-roots organizations to meet the needs of our citizens, and in expanding the network of care for the treatment
of substance abuse.

Our Nation continues to build its capability to prepare for and respond to the threat of bioterrorism. The Department
plays a crucial role in this response, and our FY 2005 budget will enhance the necessary services that contribute to the
war on terrorism and protect us against biologic and other threats. We will focus on preparedness at both the
domestic and global levels, expand our programs that enable us to rapidly detect and respond to disease, improve the
capacity of our laboratories, and ensure the safety of food products.

In the FY 2005 budget, the Department of Health and Human Services will use its resources to effectively impact the
Nation's public health infrastructure, focusing on safety and improved health outcomes. We will continue to work
towards fulfilling the promise of a safe and healthy Nation, while strengthening support for populations in need.
Lastly, the Department will continue its work to improve the management and performance of its programs.

Sincerely,

Tommy G. Thompson
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ACHIEVING THE PROMISE OF A SAFE AND HEALTHY NATION

(dollars in millions)

2005

2003 2004 2005 +/- 2004
Budget AUthOTILY......ccoeeeeiiiiiiieieieee e $516,133 $556,246  $571,578 +$15,332
OULIAYS. ...t $505,453 $547,742  $579,879 +$32,137
Full-Time Equivalents...............coeeeevivieireeeennecineennn. 64,919 66,620 66,805 +185

President’s Budget for HHS
FY 2005

Discretionary

Programs
11.5%
Children's
Entitlement
Programs

Medicare
3.3%

50.3%

TANF
3.2%

Other
Mandatory
Programs
0.4%
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31.5%
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ACHIEVING THE PROMISE OF A SAFE AND REALTHY NATION

Mission: The Department of Health and Human Services (HHS) mission is to enhance the health and well-being of
Americans by providing for effective health and human services, and by fostering sound, sustained advances in the
sciences underlying medicine, public health, and social services.

he HHS fiscal year (FY) 2005
budget furthers the goals of
President Bush's initiatives to ensure
the health, well-being and safety of

our Nation. The FY 2005 budget
totals $580 billion in outlays, an
increase of $32 billion, or

5.8 percent, over the comparable
FY 2004 budget. The discretionary
portion of the HHS budget totals
$67 billion in budget authority, an
increase of 1.2 percent over the

FY 2004 level.

Through the programs and services
presented in the budget plan of HHS,
Americans will:

¢ receive new health benefits and
services;

* be protected from the threat of
bioterrorism;

¢ benefit from enhanced disease
detection and prevention;

¢ have greater access to health care;
and

* receive greater support in working
through the transition from welfare
to self-sufficiency.

In addition, the budget plan will
continue to support programs for
populations in need, including
children, families, and the elderly.
All HHS programs and services are
strengthened through effective
partnerships with other Federal
departments, State and local govern-
ments, and community and
faith-based organizations. The
budget plan continues efforts to
improve the quality of health care,
modernize Medicare, and improve
the management of the Department
and its programs.

HHS has accomplished a number of
the Administration’s goals to

improve the health and well-being of
our Nation’s citizens. The
Department has:

* Increased access to health care for
an additional 3 million people
through 614 new and expanded
health center sites;

¢ Completed the doubling of the
budget of the National Institutes of
Health (NIH);

# Established a new Access to
Recovery State Voucher program,
providing 50,000 individuals with
needed treatment and recovery
services from qualified community
providers, including those that are
faith-based;

¢ Provided, through the Compassion
Capital Fund, 21 grants to intermediary
organizations for capacity-building
training and technical assistance to
local grassroots organizations in
order to reduce homelessness and
hunger, and promote positive youth
development and;

¢ Provided support for one-to-one
mentoring through the Mentoring
Children of Prisoners program to
help over 30,000 children each year
through the time a parent is
incarcerated.

MEDICARE MODERNIZATION

HHS fully supports comprehensive
Medicare modernization. In response
to the need for a subsidized prescrip-
tion drug benefit and better insurance
protection, the Administration and
Congress worked together to enact
the Medicare Prescription Drug,
Improvement, and Modernization
Act 0f 2003 (MMA). The MMA
phases in a prescription drug
discount card in FY 2004. The full
benefit begins in FY 2006.

Prescription Drug Discount Card:
The MMA establishes a new
Medicare approved prescription drug
discount card program that will
immediately help Medicare benefici-
aries reduce their out-of-pocket
spending on drugs. Seniors and
individuals with disabilities could
save, on average, 10 to 15 percent on
their total drug costs, with savings up
to 25 percent or more off retail prices
on individual prescriptions. Card
enrollment begins as early as

May 2004, and discounts begin in
June 2004. Low-income beneficiar-
ies will receive a $600 per year
credit on their cards to use towards
their drug expenditures.

New Prescription Drug Benefit:
MMA establishes a new voluntary
prescription drug benefit that will
begin in January 2006. Medicare
beneficiaries with the lowest incomes
and the highest levels of spending on
drugs will get the most financial
assistance. Under the full drug
benefit begins, seniors and those
with disabilities who pay full retail
drug prices today are expected to
save approximately 20 percent off
the retail cost of their prescription
drugs. Beneficiaries who spend
significant amounts for prescription
drugs may pay 50 percent less out-
of-pocket, in exchange for a modest
monthly premium of about $35.

When Congress considered the
MMA, the Congressional Budget
Office estimated the cost of the bill
at $395 billion from 2004 to 2013.
The Medicare actuaries have recently
estimated the cost of the law as
$534 billion from 2004 to 2013.
Because the Medicare legislation
makes far-reaching changes to a
complex entitlement program with
many new private-sector elements,
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there is even greater uncertainty in
these estimates than usual. It is not
uncommon for different assumptions
underlying the respective estimates
to produce differences in cost projec-
tions. This difference of $139 billion
is approximately 2.1 percent of the
projected $6.5 trillion in total
Medicare and Medicaid spending
over the same time period.

MEDICAID MODERNIZATION

HHS plans to work diligently with
Congress to reform Medicaid and
give States the flexibility they need
to innovate and stabilize the
program. States would be allowed to
take Medicaid and SCHIP funds in a
flexible allotment to provide
coverage in a way that best fits their
needs. States would be required to
continue coverage for mandatory
Medicaid beneficiaries.

DISEASE DETECTION AND
BIOTERRORISM PREPAREDNESS

The FY 2005 budget includes a
multi-prong effort, with targeted
investments of $373 million, to
improve the security of our Nation
by accelerating the detection of and
response to potential disease
outbreaks of any kind — regardless of
whether the pathogen is naturally
occurring or intentionally released.
The importance of this work is
underscored by both the threat of
bioterrorism, and the recent series of
emerging infectious diseases —
SARS, Avian Influenza in eastern
Asia, and the Fujian influenza strain
circulating in the U.S. this winter.

Global Disease Detection and
Quarantine: The Centers for
Disease Control and Prevention's
(CDC) Global Disease Detection
initiative will help the U.S. learn
more rapidly about new disease
threats that emerge in other nations.
CDC will help those nations identify
and stop those diseases before they
can arrive in the U.S. To help ensure
those diseases do not enter the U.S.,
CDC will also expand quarantine

capacities at ports-of-entry for
international travelers.

Defending the Nation's Food
Supply: The Food and Drug
Administration (FDA) has already
dramatically expanded its work to
prevent intentionally contaminated
foods from entering the U.S. The
FY 2005 budget takes the next step,
making the investments needed to
accelerate Federal and State ability to
detect contamination. FDA will
substantially expand the laboratory
capacity of its State partners, and
will work to find faster and better
tests to detect contamination, includ-
ing ones that could be used on-site at
ports, processing plants, and other
food facilities.

Biosurveillance: Under traditional
public health reporting mechanisms,
disease outbreaks can take several
days to a few weeks to detect. The
new BioSense surveillance initiative
at CDC seeks to shorten this time
dramatically. HHS, in coordination
with the Department of Homeland
Security, the Environmental
Protection Agency, the Department
of Agriculture, and others, is
developing new tools and procedures
to identify potential disease
outbreaks or environmental releases
far more rapidly. This work will be
supplemented by targeted CDC
investments to more fully integrate
public health and commercial
medical laboratories into the
Laboratory Response Network.

Extramural Biosafety Laboratory
Construction: New investments in
the National Institutes of Health will
both provide the research laboratory
space our universities need to help
develop medical protection from
bioterrorism, and back up State and
Federal public health laboratories if
there is an actual or suspected bioter-
rorism attack. The $150 million for
extramural laboratories will fund an
additional 20 Level 3 laboratories
across the U.S.

Strategic National Stockpile: Under
the Homeland Security Act of 2002,
HHS continued to manage the
Stockpile on a day-to-day basis. The
Department of Homeland Security
was responsible for authorizing HHS
deployment of the Stockpile, and
financing its costs. The FY 2005
budget returns financing of the
Stockpile to HHS, requesting

$400 million, with either Department
authorized to order deployment in an
emergency. The budget also seeks
the ability to respond to revised
threat assessments as they evolve,
proposing permissive authority to
transfer additional funds from other
bioterrorism programs.

Bioterrorism Preparedness
Assistance to State and Local
Governments: The FY 2005 request
reflects a cumulative investment of
over $5 billion in State, local and
hospital preparedness since FY 2001
through the CDC and HRSA cooper-
ative agreements to improve capacity
to respond to bioterrorism and public
health emergencies. Building on this
solid investment, this year's request
reflects an effort to accelerate targeted
progress in preparedness. In addition
to providing support to States for
preparedness and training, CDC is
redirecting some funds to develop
surveillance data that will assist
States with earlier threat detection.
State food laboratory investments
will be expanded to protect the
Nation from threats against the food
supply, and these food defense activi-
ties will be coordinated with
surveillance efforts across govern-
ment. Continued investments in
hospital preparedness will ensure that
100 percent of States have viable
surge capacity plans.

MARRIAGE AND HEALTHY FAMILY
DEVELOPMENT

The budget includes an initiative to
build on the research that there are
life-long benefits of growing up in
married-parent families. This initia-
tive comprised of new and existing
programs, has four elements:
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1) supporting marriage and families;
2) providing tools to parents;

3) teaching values to children; and
4) encouraging community and faith-
based organizations to support
families.

Supporting Healthy Marriages:
This initiative builds further upon the
Administration's Temporary
Assistance to Needy Families
(TANF) Reauthorization proposal,
which includes $1 billion (Federal
funds) over five years to promote
healthy marriage and family
formation. The FY 2005 budget
proposes to increase Federal funds
available for this purpose to

$1.2 billion over five years — a
$160 million increase over the
original TANF proposal. With State
matching funds, a total of

$1.8 billion will help advance this
central goal of the TANF program.

Responsible Choices: This initiative
will educate teens and parents about
the risks associated with early sexual
activity and provide the tools needed
to help teens make responsible
choices. To accomplish this goal, the
budget doubles total funding for
abstinence education activities,
providing $273 million. HHS will
develop, implement and evaluate
abstinence education programs for
12 to 18 year olds that promote
abstinence and encourage healthy
decisions. HHS will provide grants
for up to 500 communities and

59 States and Territories. These
grants will be administered by the
Administration for Children and
Families (ACF) and the Office of
Population Affairs. The Community-
Based and State grant programs
currently being transferred to ACF
will have increased linkages to other
comprehensive youth development
efforts. Funds are also included for a
new public awareness campaign to
help parents communicate with their
children about the health risks
associated with early sexual activity.

Responsible Fatherhood and
Marriage: The budget includes

$50 million to support a new
program to assist non-custodial
fathers in becoming more involved in
their children's lives. Over

25 million children currently live in
homes without fathers.

Preventing and Treating Child
Abuse: This initiative also increases
two State child abuse grant programs
that will increase the ability of States
to provide prevention services to an
additional 55,000 at-risk children and
families and reduce the average time
to services provision for State child
protective services systems by nearly
38 percent.

SUPPORTING CHILDREN, FAMILIES,
AND THE ELDERLY

Advancing Welfare Reform: The
budget again proposes to reauthorize
Temporary Assistance for Needy
Families (TANF). The proposal
builds off the successes of TANF by
strengthening work requirements and
supporting healthy marriage and
families. The budget includes current
level funding for State assistance
grants and other key components as
well as establishing a new grant and
demonstration program to promote
healthy marriage.

Child Support Enforcement:

FY 2005 budget includes two new
proposals aimed at increasing
medical child support and ensure that
children have the health coverage
they need. This budget includes
proposals from FY 2003 and

FY 2004 that enhance automation
and significantly increase collections
to all families. Two of these proposals
help families on TANF and those
formerly on welfare by giving States
the option to pass additional collec-
tions on to these families. Overall,
these proposals should result in

$3 billion over five years in
increased collections to families for a
Federal investment of $105 million
over five years.

Child Welfare Program Option: 1t
is a high priority of HHS to pursue
with Congress passage of the Child

Welfare Program Option. The Child
Welfare Program Option would give
States the option to receive their
foster care funding as a flexible grant
over five years. The flexible option
would support a continuum of services
to families in crisis and children at
risk. This proposal costs $37 million
in FY 2005 and it is budget neutral
over five years.

Faith-Based and Community
Initiative: The budget maintains a
strong commitment to strengthening
and expanding the role of faith-based
and community organizations in
reducing the Nation's social
problems. The budget provides

$161 million, in total, for the
Compassion Capital Fund,
Mentoring Children of Prisoners, and
Maternity Group Homes to support
at-risk youth, ex-offenders, the
homeless, and the hungry.

Head Start: The budget includes
$6.9 billion for Head Start services to
919,000 children. Within the

$169 million increase, $45 million is
provided to support nine new State
pilot projects to coordinate State
preschool programs, Federal child
care grants, and Head Start into a
comprehensive system of early
childhood programs.

ENHANCING PuUBLIC HEALTH AND
DISEASE PREVENTION

Steps to a Healthier US: “Steps”
provides funds to local communities
to keep citizens from becoming
obese and developing diabetes, and
to prevent hospitalizations from
asthma. The budget proposes an
increase of $81 million, for a total of
$125 million, to accelerate
implementation in existing sites and
to expand this new grant program to
additional communities. These funds
will also support the Diabetes
Detection Initiative, which is targeted
at the estimated 5 million undiag-
nosed diabetics.

Health Centers: The FY 2005
budget includes $1.8 billion for
Health Centers to provide health care
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services to 15 million individuals —
4.5 million more patients than in
FY 2001, of whom approximately
40 percent have no insurance
coverage. This is the fourth year of
the President's initiative to increase
access to health care through the
Health Center program. The budget
also proposes an increase for the
National Health Service Corps,
initiating a new effort to recruit
nurses and physicians who will also
have a long term Reserve Corps
commitment to the Public Health
Service Commissioned Officer
Corps.

Access to Recovery: The FY 2005
request proposes to double the
Access to Recovery State Voucher
program, for a total of $200 million.
Access to Recovery provides individ-
uals seeking substance abuse
treatment services with vouchers to
pay for the care they need from
effective community providers,
including those that are faith-based.
Approximately 100,000 individuals
will be served at the FY 2005 funding
level.

Childhood Immunization: The
budget includes three essential
improvements in childhood immuniza-
tions. First, legislation is proposed in
the Vaccines for Children (VFC)
program to improve access to these
vaccines for underinsured children
who are already entitled to receive
them, and restore tetanus and
diphtheria toxoid vaccines to the
VFC program; these changes will
expand vaccine purchases by

$55 million. Second, FY 2005 will
be the third year of the HHS effort to
build a six month stockpile of all
regularly recommended vaccines; the
FY 2005 investment will be

$184 million. Finally, HHS will
ensure that children have access to
influenza vaccines next winter, invest-
ing $40 million of FY 2004 funds in a
stockpile of next winter's vaccine.

Prevention of "Mad Cow Disease'':
The FY 2005 budget provides the
Food and Drug Administration

(FDA) $30 million, an $8 million
increase, to expand efforts to prevent
Bovine Spongiform Encephalopathy
(BSE) or "Mad Cow Disease." FDA
will intensify its efforts to keep
forbidden animal proteins out of
cattle feed, the only known mode of
transmission.

Medical Devices: The budget seeks
a $26 million increase in budget
authority for FDA's Medical Devices
program to ensure medical technolo-
gies are safe and available to
Americans as quickly as possible.
This funding will ensure accomplish-
ment of the aggressive pre-market
review goals agreed upon in the
Medical Devices User Fee and
Modernization Act.

Medical Research: Building on the
accomplishment of the five-year
doubling of the NIH budget, the

FY 2005 budget will total

$28.8 billion for NIH. This is an
increase of $764 million over

FY 2004 and will support nearly
40,000 research project grants, a
record total for NIH. Included in this
budget are funds for the NIH
Roadmap, an initiative that will
target gaps and major opportunities
in biomedical research in order to
rapidly transform new scientific
knowledge into tangible health
benefits for the American public.
This request will maintain the long-
term stability of the biomedical
research enterprise and ensure
continued productivity in all areas of
research at NIH.

Breast and Cervical Cancer: The
FY 2005 budget provides an increase
of $10 million for the breast and
cervical cancer program. The CDC's
breast and cervical cancer program
supports screening services for low-
income, underinsured, or uninsured
women.

Preventive Benefits: Beginning in
January 2005, all newly enrolled
Medicare beneficiaries will be
covered for an initial physical
examination. All beneficiaries will

be covered for cardiovascular screen-
ing blood tests, and those at risk will
be covered for a diabetes screening
test.

Indian Health Service: The Indian
Health Service (IHS) will receive
$3.7 billion to provide medical care
and prevention and wellness activi-
ties to 1.6 million American Indians
and Alaska Natives (AI/AN). IHS
will staff five new facilities —
doubling the number of primary care
provider visits — and support an

11 percent increase in sanitation
construction to provide safe water
and waste disposal to AI/AN homes.

Mental Health: The budget
responds to the recommendations of
the President's Commission on
Mental Health by proposing a new
$44 million State grant program to
support State planning efforts to
reduce system fragmentation and
increase services to persons living
with mental illness. The request also
maintains a strong commitment to
increasing services for the homeless,
many of whom suffer from mental
illness. The budget includes

$10 million to support the Samaritan
Initiative — an Administration-wide
initiative to reduce chronic homeless-
ness.

HEALTH CARE INFORMATION
TECHNOLOGY

The Administration will work with
those involved in heath care informa-
tion technology (IT) to advance the
efforts to translate IT opportunities
into higher quality, safer, and more
efficient health care for all Americans.
In support of this effort, the budget
proposes $50 million in new funding
to support State or regional
demonstration grants to test the
feasibility of information exchange
among health care settings, and to
fund other innovative IT projects that
will improve health care quality.

In addition, the budget continues the
President's commitment to improve
quality of care and patient safety in
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all health care settings by proposing
$84 million in the Agency for
Healthcare Research and Quality
(AHRQ). Within this total,

$50 million will fund grants to contin-
ue efforts to promote, accelerate, and
demonstrate the development and
adoption of IT, including in small
and rural communities where health
IT penetration has been low.

HHS is also leading the Consolidated
Health Informatics (CHI) initiative
which promotes the adoption of
interoperability standards for clinical
data used within the Federal govern-
ment. It is anticipated that this effort
will provide an incentive for non-
Federal organizations to adopt these
standards as well. The CHI effort is
expected to lead to creation of an
information infrastructure that will
ensure wider availability and interop-
erability of clinical data. The use of
common standards will mean that
clinical data will be more widely
available for use in patient care
which will lead to overall improve-
ments in health care quality.

THE NEW FREEDOM INITIATIVE

This initiative builds upon the
progress made by the Americans
with Disabilities Act of 1990 (ADA)
in protecting the civil rights of
people with disabilities. The initia-
tive promotes the full integration of
people with disabilities into all
aspects of American life. For health
services, the goal is to place more of
an emphasis on home and community-
based care. The FY 2005 budget
includes proposals in support of the
New Freedom Initiative for a total of
$73 million.

MEDICAID PROGRAM INTEGRITY

Ensuring the fiscal integrity of
Medicaid continues to be a high
priority of HHS. To ensure that
Federal taxpayer dollars are being
used appropriately to serve Medicaid
recipients, HHS proposes two
provisions to limit excessive
payments to providers. The first

limits Federal reimbursement to the
States to no more than cost of
Medicaid services provided. The
second restricts the use of certain
intergovernmental transfers. These
measures would stop excessive
payments while preserving the ability
of States to pay reasonable rates to
Medicaid providers.

MANAGEMENT IMPROVEMENTS

President's Management Agenda:

In August 2001, President Bush
challenged HHS and other depart-
ments to "address the most apparent
deficiencies where the opportunity to
improve performance is the greatest."
Based on this challenge, The
President's Management Council, the
Office of Management and Budget
and the Office of Personnel
Management developed standards for
success in each of five Government-
wide initiatives:

¢ Strategic Management of Human
Capital

* Competitive Sourcing
¢ Improved Financial Performance

¢ Expanded Electronic Government
(E-Gov)

¢ Budget & Performance Integration

The FY 2005 request supports
improvements in all five initiatives:

* As part of the One HHS initiative,
the Department has consolidated
management of its human resources
function, to better focus on the
recruitment, retention, and develop-
ment of a workforce with the skills
necessary to carry out our mission
now and in the future. The hiring
process has been simplified and
automated, and leadership succession
programs are in place. Top
executives, managers, and employees
alike are held accountable for
contributing to the Department's
mission through performance
contracts that link directly to HHS'
strategic priorities.

# HHS is developing a long-range
competition plan that will detail how
the Department plans to implement
competitive sourcing as a carefully
and regularly considered option for
improving the cost-effectiveness and
quality of its commercial operations.

¢ Two years into the effort, steady
progress continues to be made in
developing the Unified Financial
Management System (UFMS). NIH
successfully deployed the general
ledger and travel systems this year;
CMS is piloting the Healthcare
Integrated General Ledger
Accounting System (HIGLAS) at
two major Medicare contractors; the
system is scheduled for implementa-
tion by CDC in October 2004, and
by FDA in October 2004.

¢ HHS achieved its fifth consecutive
clean audit opinion, a full 75 days
earlier than last year's annual report,
thus meeting the President's
Management Agenda objective to
accelerate financial reporting. This
year's report shows that we continue
to make progress toward more
integrated and productive manage-
ment of the more than 300 HHS
programs, projects, and activities that
serve Americans, and toward
increased financial discipline and
accountability. HHS is dedicated to
improving timely financial reporting,
and its recent success is a step
toward our continued commitment of
improving financial reporting includ-
ing the accelerated publication of
quarterly financial statements. The
more timely arrival of financial data
is crucial to the goal of improving
financial management since current
data is necessary for management
and decision-makers.

¢ In E-Government, HHS has
provided leadership under the
Consolidated Health Informatics
(CHI) Initiative. This effort will
result in the Federal Government's
adopting interoperability standards as
the basis for electronic health data
transfer in all activities and projects.
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¢ Grants.gov, another E-Government
initiative, will streamline and simplify
grants processes, standardize grants
data elements, and create an electronic
storefront to route grants transactions.

¢ In accordance with the standards
for success, formulation of the

FY 2005 budget benefitted from the
use of performance information in
Department decision making.

FY 2005 performance plans align the
full budgeted cost of programs with
mission accounts and activities.
Eighteen Performance Assessment
and Rating Tool (PART) reviews
were completed as part of the

FY 2005 budget process. PART was
also used to inform budget decisions
throughout the HHS budget process.

CONCLUSION

The HHS FY 2005 President's
Budget builds on past accomplish-
ments in protecting the health and
safety of our Nation while continuing
to move toward future goals. It
reflects the ongoing work in enhanc-
ing the benefits of Medicare and
modernizing Medicaid. It increases
support of our Nation's families,
children, and elderly, with emphasis
on at risk populations. It supports
the President's health and social
service initiatives, and keeps the
promise of a safe and healthy Nation.
The budget also maintains the
Department's goal of improving the
management and performance of its
programs, and strives to better serve
the American public.
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HHS BUDGET BY OPERATING DIVISION

(dollars in millions)

Food & Drug Administration:

Agency for Healthcare Research & Quality:
Program Level.......ccccooveiiiiiiiiieiiie,
Budget Authority.........ccoeeeeeveeeeeeeieeeeeeeeennn
OUtIAYS....coeieieee e

Centers for Medicare & Medicaid Services:
Budget Authority.........ccoeeeeeveeeeeeeeeeeeeeeeennn
OUtIAYS....co e

2003

$1,652
1,381
1,395

6,741
6,118

2,950
2,942

4,340
4,563

27,166
22916

3,138
3,038

309

203

420,005
414,438

2004 2005
$1,695  $1,845
1,386 1,495
1,333 1,466
6,695 6,099
6370 6411
3,072 3,117
2,899 3202
4,440 4,180
4,096 4,446
28,028 28,757
25913 27983
3234 3429
3,133 3,295
304 304

0 0

0 0
457241 474567
453,003 482,088

2005
+/-2004

+$149
+109
+133

-596
+41

+45
+303

-260
+350

+729
+2,070

+195
+162

S

+17,326
+29,085
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HHS BUDGET BY OPERATING DIVISION

(dollars in millions)

2005
2003 2004 2005 +/- 2004
Administration for Children & Families:
Budget Authority 1/........coooeeeiiiiiiieeeeiiiieeeee. 47305 49,016 46,640 -2,376
OULIAYS. ..o 47,648 47,789 47,739 -50
Administration on Aging:
Budget AUthority.........cecocvvviiiiieeeeeeeiiiiiieee e 1,367 1,374 1,377 +3
OULIAYS...cce i, 1,367 1,313 1,377 +64
Departmental Management/Civil Rights/
PHSSEF 2/:
Budget AUthority.........cccvveeeeriiiieeiiiiiieeeeee e, 2,669 2,558 2,698 +140
OULIAYS.....eeeiiiiieeee e 1,766 2,691 2,652 -39
Office of Inspector General:
Budget Authority.............ccoeeeeeeeeeeeeeeee, 37 39 40 +1
OULIAYS......eeiiiiiieee e 22 42 40 -2
Program Support Center:
Budget Authority.............ccoeeeeeeeeeieeeeeeeee 380 393 402 +9
OULIAYS......eviiiiiieee e 383 390 403 +13
Proprietary Receipts:
Budget Authority.............cooeeeeeeeeeeeeeeeeee -1,346 -1,230 -1,223 +7
OULIAYS.....eeiviiiieeee e -1,346 -1,230 -1,223 +7
Total, Health & Human Services:
Budget AUthority.........cccuvveeeviiiieeiiiiiieeeeee e $516,133 $556,246  $571,578 +$15,332
OULIAYS. ..ot $505,453 $547,742  $579.879  +$32,137
Full-Time Equivalents.................uvvvvieieieenienenennnnnn. 64,919 66,620 66,805 +185
Commissioned Corps Detailed Outside HHS... 1,171 1,179 1,179 0

1/ In FY 2004 Temporary Assistance to Needy Families includes; 1) $2 billion for the Contingency Fund to remain
available for five years; and 2) $500 million for employment achievement bonuses providing $100 million per year to
the States.

2/ Public Health and Social Services Emergency Fund
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COMPOSITION OF THE HRS BUDGET

(dollars in millions)

Mandatory Programs (Outlays):
MediCare........cccueeeiiiiee e
MediCaid.......coovmiiiiiiiiieeie e
Temporary Assistance for Needy Families...........
Foster Care & Adoption Assistance.....................
State Children's Health Insurance........................
Child Support Enforcement...............ccceeeevnnnneenn.
Child Care........ccevviiiiieeeieee e
Social Services Block Grant.............ccceevvveeeennnne.
Other Mandatory Programs.............cccccuvveeeneennnn.
Proprietary Receipts..........ceevviviieiiniiiieeiniiieeennns

Subtotal, Mandatory (Outlays)...........cccecuuuee.

Discretionary Programs (BA):

Food & Drug Administration................cccceveeenn....
Health Resources & Services Administration........
Indian Health Service...........oooovvieeeeiiiiiiiiiinnn...
Centers for Disease Control and Prevention.........
National Institutes of Health................................
Substance Abuse & Mental Health Services.........
Agency for Healthcare Research & Quality.........

AHRQ Program Level (Non-Add)...................
Centers for Medicare & Medicaid Services..........
Administration for Children & Families.................
Administration on AgiNg...........c.eeeeeveeeeevreeeereeennn.
Office of the Secretary.........ccccoevevvveviiniienneennn.

PHSSEF......ooiiiiiii

Subtotal, Discretionary (BA).....cccccevevvvevvenees

Rescission FY 2001 LIHEAP Contingency Carryover......
Add Prescription Drug Medicare Reform............ccccevvneeee
Deduct Medicare and Medicaid Savings........c.ccoccccueenceee

Total, Discretionary (BA)........cceeeeeeeeeeenenennes
Subtotal, Discre tionary (Outlays).................

Total, HHS OQutlays.......ccceeeeeeirrrnnnneesescecreenns

2003

$246,810
160,693
19,352
6,124
4355
3,788
2,883
1,740
1,186
-1.346
$445,585

$1,381
6,383
2,850
4,340
27,066
3,138
0

309
2,565
13,155
1,367
440
2,266
$64,950

-100

$64,850
$59,868

$505,453

2005
2004 2005  +/- 2004
$267,348 $291,501 424,153
177282 182,444 +5,162
18866 18355 511
6,442 6,693 +251
5232 5,99 +67
4,098 4219 +121
2,866 2,719 -147
1,767 1,769 +2
1,168 1,485 +317
1230 -1223 +7
$483,839 $513,261  $29,422
$1386  $1495 +$109
6,600 6,029 571
2,922 2,967 +45
4,440 4,180 -260
27878 28,607 +729
3234 3,429 +195
0 0 0

304 304 0
2,637 2,541 96
13356 13,879 +523
1,374 1377 +3
433 513 +80
2,164 2225 +61
$66,424 $67,243  +$818
0

1,000 ~1,000
494 -494

$67,424 $66,749 -$676
$63,903 $66,618 +$2,715
$547,742 $579,879 +$32,137

Achieving the Promise of a Safe and Healthy Nation
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(dollars in millions)

2005
2003 2004 2005 +/-2004
Salaries and Expenses:

FOOAS ..ottt $404 $410 $470 +$60
Animal Drugs and Feeds........coovoierniiennceennceee 87 88 99 +11
Medical DeVICES.......cvuviririreeiriririririririeeseeest st 221 224 252 +28
DIIUZS ..ttt 454 476 499 +23
BIOIOZICS ..ttt 165 169 173 +4
National Center for Toxicological Research................. 40 41 41 0
Other ACIVIEICS ..veveveveeeeeeeieeeieerieeeeeee e sseeseeesaenas 112 116 118 +2
GSA Rental Payments 118 119 123 +4
Non-GSA Rent & Rent Related Activities 37 39 63 +24

Subtotal, S&E $1,638 $1,682 $1,838 +$156
Buildings and Facilities......... 8 7 0 -7
Export/Certification Fund 6 7 7 0
Total, Program Level $1,652 $1,696 $1,845 +$149

Less User Fees:

Prescription Drug User Fee Act (PDUFA)................... $223 $250 $284 +$34
Medical Device User Fees (MDUFMA)........ccoeuvunnee 25 32 34 +2

Proposed Law, Animal Drugs User Fee Act (ADUFA) 0 5 8 +3

Mammography Quality Standards Act (MQSA)......... 16 16 17 +1

Export/Certification Fund.........cccoovevevvvvnnnnnnnnene 6 7 7 0

Subtotal, User Fees $271 $310 $350 1540
Total, Budget Authority. $1,381 $1,386 $1,495 +$109
Biodefense (non-add):

F0Od DefenSe...........cooveeeeeeeeeeieeeeeeeeeeeeeeerseesnae 397 3116 3181 +$65
Medical Product Countermeasures.............................. 53 53 58 +5
SOCUTTEY e 7 7 7 0

Subtotal, Biodefense (non-add)...............uu.... 8157 3176 3246 +870
FTE oottt 10,214 10,691 10,844 +153

Food and Drug Administration 12



FOOD AND DRUG ADMINISTRATION

Mission: The FDA is responsible for protecting the public health by assuring the safety, efficacy, and security of
human and veterinary drugs, biological products, medical devices, our nation's food supply, cosmetics, and products
that emit radiation. The FDA is also responsible for advancing the public health by helping to speed innovations that
make medicines and foods more effective, safer, and more affordable; and helping the public get the accurate,
science-based information they need to use medicines and foods to improve their health.

The FY 2005 budget request for
FDA is $1.8 billion, a net program
level increase of $149 million.
Within this total, there are program
increases of $179 million, partially
offset by $30 million in management
and other savings. Of the funds
requested, $350 million will be
derived from industry-specific user
fees. Significant increases are
included to ensure the safety and
protection of our food supply; and
accelerate the availability of new,
safe and effective drugs and medical
technologies, including biodefense
medical countermeasures. The
budget also supports FDA's adminis-
trative consolidation efforts —
including moving 1700 staff into
their consolidated headquarters
currently under construction at
White Oak in Maryland.

PROTECTING THE FOOD SupPLY

FDA is responsible for protecting
the food supply directly through its
oversight of approximately

80 percent of the U.S. food supply,
and indirectly through it's efforts to
improve the health of food animals
regulated by the U.S. Department of
Agriculture (USDA). In FY 2005,
through its Foods program, FDA
will ensure consumers are protected
against intentional and accidental
risks against the safety of our food
supply and also ensure the safety of
dietary supplements and cosmentics.
For this work, the budget includes
$470 million, a net increase of

$60 million. The Animal Drugs and
Feeds program protects the health
and safety of all food producing,
companion or other non-food
animals; and, assures that food from
animals is safe for human consump-
tion. This program is responsible

for ensuring the availability of safe
and effective veterinary drugs and
has the primary role in Bovine
Spongiform Encephalopathy (BSE)
or "Mad Cow" prevention efforts.
For this work, the budget includes
$99 million in the Animal Drugs and
Feeds program, a net increase of

$11 million. Of this total, $7 million
is derived from industry-specific
animal drug premarket review fees.

Food Defense: Over the past three
years, FDA has bolstered the
nation's food defense through
increases in port security, food
import inspections and additional
food security personnel.
Specifically, the Agency hired more
than 655 additional food security
personnel, and, as a result, achieved
a five-fold increase in field import
examinations between FY 2001 and
FY 2003. This feat was
accomplished in part as a result of
the heightened alert during
Operation Liberty Shield when FDA
ramped up domestic and import
inspection coverage — increasing
import inspections to 80,000 by
staffing 50 more ports of entry for a
total of 90. FDA will soon finalize
and implement provisions of the
Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002. These new
safeguards will require registration
of food facilities, advance notice of
food imports, improved record-
keeping for imported foods, and will
provide authority to detain food
when there is credible evidence that
it poses a threat of serious adverse
health consequences or death.

The budget requests a $65 million
major expansion for a total of
$181 million dedicated to FDA's

efforts to protect Americans from
risks of deliberate food contamina-
tion. This government-wide strategy
will be in coordination with the
Department of Homeland Security
and the U.S. Department of
Agriculture's Food Safety and
Inspection Service with the common
aim of increasing the ability to
detect threats to our nation's food
supply. Within the increase,

$35 million will be directed to
efforts to increase analytic surge
testing capacity for biological,
chemical and radiological threat
agents by enhancing the Food
Emergency Response Network
(FERN). When completed, FERN
will encompass a nationwide
network of Federal and State labora-
tories, greatly promoting the
country's ability to respond immedi-
ately to terrorist attacks. $15 million
of the increase will fund research on
technologies capable of detecting
and preventing threats to the food
supply. Development of these
protection strategies will shield the
food supply from potential attacks
and enable rapid response if needed.
To reduce the risk of contaminated
food products entering domestic
commerce, $7 million will be
devoted to increasing import inspec-
tional activities and domestic food
establishment inspections. In

FY 2005, FDA will conduct

97,000 import field inspections, a
more than 60 percent increase over
FY 2004 and seven times the
amount in FY 2001. FDA will also
conduct over 25,500 domestic
exams, nearly eleven times the
amount in FY 2001. In addition,

$3 million will be used outside
Foods to support crisis response
operations.

13

Food and Drug Administration



FDA will also direct an added

$5 million to finance its role in the
government-wide biosurveillance
effort designed to provide the earliest
possible detection of the international
release of deadly pathogens into
food, water, or the environment.

This increase will help coordinate
existing food surveillance capabili-
ties with public health and
environmental officials at the State
and national levels under a unified
system.

Bovine Spongiform Enciphalopathy
(BSE) "Mad Cow Disease": In

FY 2005, the budget seeks an
additional $8 million in Animal
Drugs and Feeds to expand BSE or
"Mad Cow Disease" prevention
efforts for an agency-wide total of
$30 million. Since contaminated
feed is the only known way for BSE
to spread among cattle, efforts will
be expanded to ensure their food
supply is safe and free of potentially
contaminated products. The contam-
ination of cattle feed occurs when
byproducts, derived from a contami-
nated animal, are included in animal
foods. All firms handling potentially
contaminated products are inspected
annually to ensure they are not
distributed to animal feed mixers,
providing assurance of their
exclusion from the animal food
supply. In response to the recent
case in the State of Washington, FDA
halted the distribution of byproducts
derived from the contaminated cow,
preventing their entrance into
commerce. In other program areas,
$6 million of the agency-wide total
will ensure substances used in the
production of drugs and dietary
supplements are free of contamina-
tion, and donated blood and tissue
products are safe.

Animal Drugs Premarket Review:
In FY 2004, Congress enacted the
Animal Drug User Fee Act
(ADUFA). The budget includes

$8 million derived from industry-
specific fees, bringing the total
spending on animal drug premarket

review to $36 million. These funds
will allow FDA to improve review
times on 90 percent of original new
animal drug applications by 35 days.

MEDICAL DEVICES

The FY 2005 budget includes

$217 million, a $26 million increase
in budget authority to ensure medical
technologies are safe, effective and
available to Americans as quickly as
possible. This level of funding is
consistent with the intent of the
Medical Device User Fee and
Modernization Act of 2002
(MDUFMA). Including $35 million
derived from industry-specific user
fees, the budget includes a total of
$252 million for the Medical Devices
program.

The Medical Devices increase will
support the necessary investments,
including hiring 50 additional staff,
to accomplish review goals that
become increasingly aggressive
through FY 2007. In FY 2005, FDA
expects to meet goals related to the
review of applications for improve-
ments to existing devices and certain
new devices that manufacturers
claim are as safe and effective as
ones currently in the marketplace.
FDA will review 75 percent of
applications for each of these
application types within 180 and

90 days respectively. This percent-
age of applications reviewed will
become more challenging each year
through FY 2007. For breakthrough
technologies and other new, innova-
tive devices, ambitious review goals
take effect in FY 2006, and in

FY 2007 when decisions will be
made on 90 percent of applications
within 320 days.

HuMAN DRUGS AND BIOLOGICS

In FY 2005, the budget includes
$499 million, an increase of

$23 million for the Human Drugs
program and $173 million, an
increase of $4 million in Biologics.
Of the total spending on these activi-
ties, $253 million will be from

industry-specific user fees. These
funds will ensure the safety and
efficacy of new and existing human
drugs and biologics — helping to
make medicines safer, more afford-
able and more available. All new
drugs will be evaluated for safety
and efficacy before entering the
market, and monitoring efforts will
be directed toward the 10,000 drugs
that are already on the market to be
sure they continue to meet the
highest standards of safety and
efficacy. In addition, existing and
emerging biological products, includ-
ing whole blood and blood products;
vaccines; and therapeutic products,
including cells, gene therapies, and
tissues will be assessed for safety
and effectiveness. In FY 2003, FDA
approved 466 new and generic drugs
and biological products, many of
which represent significant therapeu-
tic advances.

Biodefense Countermeasures: An
increase of $5 million will be used to
accelerate the availability of safe and
effective biodefense countermea-
sures. The first request for proposals
for procurement of a new generation
anthrax vaccine through Project
BioShield will be initiated shortly.
FDA has been working closely with
NIH and industry researchers, and
must expand its work on this and
other needed countermeasures. In
FY 2005, FDA anticipates dedicating
a total of 119 staff years in the
Biologics program and 81 in the
Drugs program to these critically
important activities.

Patient Safety: The budget includes
$77 million to finance efforts target-
ed at reducing preventable adverse
events. Improving the reporting of
adverse events that were potentially
related to the proper or improper use
of regulated products is a major
function of the Agency. Efforts are
now underway to take that a step
further, helping medical providers
avoid medical errors. It is estimated
that 45 percent of drug-related
medical errors occurred when the

Food and Drug Administration
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wrong drug was dispensed. New
requirements for bar code labels on
prescription drugs will enable
hospitals and pharmacies to avoid
many of these errors by implement-
ing new bar code controls.

Increased attention will be directed
towards ensuring that new drugs and
biologics are not only safe and
effective for use in adults, but also in
the pediatric population. In

FY 2003, manufacturer-requested
pediatric studies were used to change
the labels of 21 medications, making
them available for use by children.
In FY 2005, efforts to implement the
Pediatric Research Equity Act will
result in pharmaceutical companies
conducting pediatric studies on new
drugs and biologics, as well as
provide information on the appropri-
ate pediatric dosage and
administration.

Generic Drugs: In FY 2005,

$53 million is included within the
Drugs program to accelerate the
availability of safe and effective
generic drugs. Generic drugs that are
approved are just as safe and
effective as their brand-name
counterparts, and they often cost

70 percent less. New regulations
have been implemented to prevent
inappropriate delays related to patent
filings — speeding the availability of
generic drugs to American
consumers and saving them an
estimated $35 billion over the next
ten years. In FY 2005, it is expected
that 399 generic drug applications
will be approved, with an 18-month
average review time. This is a

50 percent increase in approvals and
14 percent acceleration in review
time since FY 2002.

Prescription Drug User Fee Act
(PDUFA): The budget includes
$284 million from the Prescription
Drug User Fee Act (PDUFA) fees, of
which $245 million is available for
the Human Drugs and Biologics
programs and the remaining

$39 million for rent and other costs
related to the management and

operations of the program. The
PDUFA program has been highly
successful in reducing the time
needed to review applications for
new drugs and biologics, while
maintaining the safety standards
essential to the public's health.
These fees have also enabled the
provision of substantially more
technical assistance, advice, and
rapid responses to special inquiries
during the drug development and
testing period. As a result, industry
has been able to significantly shorten
the time needed for drug develop-
ment and testing.

FACILITIES

The FY 2005 budget includes

$186 million for rent and facilities
for staff, a net increase of

$28 million. This includes

$123 million for rental payments to
the General Services Administration,
and $63 million for costs related to
rent and construction. No new
appropriations are requested in

FY 2005 for facility repair needs,
utilizing funds available from prior
years instead.

New Headquarters Facility: The

FY 2005 budget includes $33 million

for the consolidation of FDA's
headquarter facilities into their new
campus the General Services

Administration (GSA) is constructing

at White Oak in suburban Maryland.
These funds will support telecommu-
nications cabling and equipment,
records management consolidation
and office hardware and equipment.
In December of FY 2004, the
Agency completed the move of

125 scientists and laboratory
equipment related to drug review
into their new Life Sciences labora-
tory. In FY 2005, 1,700 of Center
for Drug Evaluation and Research
(CDER) administrative personnel
will be relocated to the new CDER
Office building that is 50 percent
complete and will be ready for
occupancy next April. The FY 2005
GSA budget includes $88 million for
White Oak — directed primarily at

building a medical device and
radiological products laboratory to be
occupied in FY 2006.

MANAGEMENT IMPROVEMENTS

Consistent with the President's
Management Agenda (PMA), the
FY 2005 budget request also
includes cost savings from FDA
completing implementation of its
new shared services approach for
internal administrative support
functions — i.e., facilities manage-
ment and operations,
telecommunications, procurement,
travel, information technology
support and project management.
This will include customer advocat-
ed, service level agreements,
governance boards, etc., to ensure the
quality as well as the cost-effective-
ness of these services. These efforts
will achieve $23 million in savings
throughout the Agency. FDA's
budget also includes a $14 million
increase in pay.
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(dollars in millions)

Health Centers........coveueeeeerirceeieirceeie et
(Health Center Judgment Fund - non-add)................................
Free Clinics Medical Malpractice Coverage...........ccceoeuvecuerrenccunnes
Healthy Community Access Program.........cooeeeeveeevenencncnnencnenereneenns
Nurse Training Programs..........coveeeevireveeinirinenininneriseseseeseseseeseseseens
National Health Service Corps......covvvrnriririnerererinrreeesreeseseeens
Health Professions Training ACtiVIties........ceuvvrerererrrererererererernrerennns
Children's Hospitals Graduate Medical Education.............cccceuevunene.
Bioterrorism Hospital Preparedness.........ccoceeeeeeeceeeeeeeneneennns
Bioterrorism Medical Training, Curriculum Development...............
Smallpox Vaccine Injury Compensation..........coecceeurerecueueercecrennenee
Ryan White HIV/AIDS ACHIVILIES ....covreererereiririreeeeeereeeererenenens
(AIDS Drug Assistance Program - non-add)..........................
Rural Health.......ccccoviiiiiiicccccrcceeceeeseesecaeienes
Matemal and Child Health Block Grant....
Healthy Start........cccocoeeeeeeeeeeeeeeieenns
Family Planning
Traumatic Brain Injury
Poison Control/EMS for Children..........
Organ Transplantation..........cc.ccecececueee.
Bone Marrow Donor Registry............
Cord Blood Stem Cell BanKk........c.ccooceuenniennccennicernccenncenes
TelehEalth.......cccuouiiiiieicecece e
Black Lung/Radiation Exposure Compensation...........cececeeverererennnes
Hansen's Disease Services Programs.........cccoeveeeeeeeeirieereneniseresenennns
Health Care Facilities/Other Improvement Projects.........cococeuvereneees
State Planning Grants..........coccccceverceerrenecuerennecuerseneeeressesesesesseceens
Universal Newborn Hearing Screening/Trauma..........ccccceveueueuenenee
Program Management.........cccouvueeveririeennineeninieieenseieeneeieeeseeeeneens
National Practitioner Data Bank (User Fees).......cccooevvevereeennnnen.

Health Integrity & Protection Data Banks (User Fees)........cccoen....

Total, Program Level

Less Funds Allocated From Other Sources:
US T FRES ittt ettt ettt et eas e eaeenre e

PHS Evaluation Funds (Ryan White).........cccceeeevvinerennnncnencnecnes

Public Health and Social Service Emergency Fund.....................
Subtotal, Funds from Other SOurces........cocovvvveevevvveeceeenenne

Total, Discretionary Budget Authority

295

164
20

$7,017

142
170
294
303
515

28

2,045
749
143
730
98
278
9
44
25
23
10

4

7

19
372
15
13
155
16

4

$7,188

-$588
$6,600

1,858

2005 +/-
2005 2004
$1,836 +$219
45 0

5 0

10 94

147 +5
205 +35

11 283

303 0
476 39
28 0

0 0
2,080 +35
784 +35
52 9]
730 0
98 0
278 0

9 0

44 0

25 0

23 0

10 0

4 0

7 0

19 0

0 372

0 15

0 13

158 +3

16 0

4 0
$6,578 -$610
20 0

25 0
=204 239
-$549 +8$39
$6,029 -$571
1,822 36
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REALTH RESOURCES AND SERVICES ADMINISTRATION

Mission: The Health Resources and Services Administration's (HRSA) mission is to improve and expand access to

quality health care for all.

he FY 2005 budget requests

$6.6 billion for HRSA, a net
decrease of $610 million from the
FY 2004 level. FY 2005 represents
the fourth year of support for the
President's multi-year initiative to
increase access to health care for the
uninsured and underserved by
enhancing and strengthening the
Health Center program. In order to
alleviate the national nursing
shortage, HRSA will direct more
resources towards basic nurse
education, loan repayments, and
scholarships. The Agency will
increase resources available to
respond to national emergencies
through the National Health Service
Corps. HRSA will also maintain a
significant investment in preparing
our nation's hospitals and health
professions workforce for a bioter-
rorism event. The Agency will
expand support for medications for
people living with HIV/AIDS. The
budget also supports rural health
policy development and State-level
infrastructure, to help meet the
unique challenges facing rural
America, maternal and child health
programs, and important transplanta-
tion programs.

EXPANDING ACCESS TO HEALTH
CARE FOR MEDICALLY
UNDERSERVED AMERICANS

In 2002, the President launched an
initiative to expand access to health
care by creating 1,200 new or
expanded health center sites and
serving an additional 6.1 million
people by 2006. Since FY 2001, the
Health Center program has significant-
ly impacted over 600 communities
serving 3 million more patients —
over 13 million in total, of whom
40 percent have no insurance
coverage, and many others have
inadequate coverage.

In FY 2005, the budget includes
$1.8 billion, an increase of

$219 million from FY 2004, result-
ing in services for an additional

1.6 million individuals in approxi-
mately 330 new and expanded sites.
At this level, a total of 15 million
uninsured and underserved individu-
als will receive comprehensive
preventive and primary care services
at over 3,800 health center sites
across the country — nearly 7 million
in rural areas.

chronic disease management activi-
ties. The reshaped HCAP program,
funded at $10 million, will support
networks of health centers that
increase centers' ability to maximize
efficiency, resources, and quality
while minimizing costs and duplica-
tion of effort. By placing the focus
on health centers, resources will
better serve patients living with
chronic diseases through interdisci-
plinary teams implementing
patient-centered practice models.

Jon is disabled, and lives in Elgin, Illinois on a very limited income. For
years, he has lived with chronic medical problems and no health
coverage. In 2002, the Greater Elgin Family Care Center received a grant
to establish a new clinic through the HRSA Health Center program. For
the last year, Jon has received health care at the Elgin health center,

where the staff have diagnosed his health problems and are working to
alleviate them. He said, "I have been with other doctors in the past, and
never was cared for as well regardless of my income or insurance
coverage. If the office was not open, or available to lower income people
like me, I feel I would have shortened my life by years."

Health centers employ approximately
5,400 physicians and dentists, and
17,000 other health care clinicians —
13 percent more physicians and
dentists than in FY 2001, and

20 percent more clinicians. The
budget request includes $45 million
in no year funding for the Health
Centers Federal Tort Claims
Program, which provides medical
malpractice coverage for the increas-
ing number of health center
employees. The budget also
provides $5 million in no year
funding to maintain support for
medical malpractice coverage for
volunteer providers in free clinics.

In addition, the FY 2005 budget
proposes to reshape the Healthy
Communities Access Program
(HCAP) to support efficient Health
Center networks and successful

DEVELOPING A HEALTH
PROFESSIONS WORKFORCE FOR
THE 21ST CENTURY

Expanding access to health care
requires ensuring an adequate supply
of nurses. The Nation currently
faces a nursing shortage of approxi-
mately 168,000 nurses. As the
population continues to grow and
age, and medical services advance,
the need for nurses will continue to
increase. The budget requests

$147 million for nursing education
programs, an overall increase of

$5 million. Since FY 2001, funding
for nursing education programs has
increased by 75 percent.

In FY 2005, the budget increases
support for basic nurse education and
retention by $10 million, for a total
of $42 million. An additional

$32 million, a $5 million increase, is

Health Resources and Services Administration



requested to support over 1,000 loan
repayments and scholarships that will
reduce the financial barrier to nursing
education for all levels of profession-
al nursing students. The budget also
includes $21 million for diversity,
$44 million for advanced nursing
education, and maintains an

$8 million investment in loans for
nurse faculty and support for
comprehensive geriatric education.
These programs will support the
recruitment, education, and retention
of 24,000 nurses and nursing
students.

Geographic maldistribution of health
professionals also remains a major
problem for many inner city and
isolated rural communities. Over the
National Health Service Corps'
(NHSC) 30 year history, more than
24,500 health professionals have
committed to service in underserved
areas across the country. Through a
targeted management reform initia-
tive, which began in FY 2002, the
NHSC is now better able to assist the
neediest communities. The ratio of
loan repayments compared to
scholarships has increased by over
30 percent, enabling the NHSC to
immediately place more health
professionals into service in needy
communities — increasing the current
field strength to more than

4,200 clinicians. The NHSC will
continue to work with the Health
Center program to help meet its
provider needs. Currently, half of
NHSC clinicians serve in health
centers. The FY 2005 budget contin-
ues the expansion of the NHSC with
an increase of $35 million, for a total
of $205 million. Within this
increased funding, $25 million will
be directed to a specific new effort to
recruit nurses and physicians to serve
in health professional shortage areas.
As a condition of receiving this
assistance, these individuals will
incur a service obligation in
underserved areas similar to other
NHSC scholarship and loan
repayment recipients, and will be
employees of community facilities.

These health care providers will also
have a long term reserve commit-
ment to the Public Health Service
Commissioned Corps.

To ensure a continuing source of
scholarships focused on increasing
diversity in the health professions
workforce, the FY 2005 budget
proposes a $10 million investment in
the Scholarships for Disadvantaged
Students program. The budget
continues the policy of not funding
more general training efforts —
primary care, interdisciplinary
community projects, training for
diversity, and public health.

The budget maintains a $303 million
investment in health professions
training in free-standing children's
hospitals, the same as FY 2004. The
Program Assessment Rating Tool
(PART) assessment found the
Children's Hospitals Graduate
Medical Education program has a
clear purpose and since the program
was initiated the percentage of
children's hospitals with negative
margins has declined.

PREPARING AMERICA'S HEALTH
CARE SYSTEM AND PROVIDERS FOR
BIOTERRORISM

The mission of the Hospital
Preparedness program is to ready
hospitals and supporting health care
systems — primary care facilities,
EMS systems, poison control centers
— to deliver coordinated and effective
care to victims of terrorism and other
public health emergencies. A recent
PART review found that this program
has a clear and important purpose
and that it is well coordinated with
other Federal preparedness efforts.

Between FY 2002 and FY 2004, a
total of $1.2 billion has been made
available for these efforts in States,
Territories, and certain municipali-
ties. By the end of FY 2003, every
awardee had staffed a hospital
preparedness office and advisory
committee, completed a needs
assessment, and developed a plan of
action in response to the identified

needs. Approximately 60 percent of
awardees had developed regional
hospital plans to address surge
capacity and manage a potential
epidemic involving at least

500 patients. Awardees are also
using funds to conduct disaster drills;
enhance communication systems;
make infrastructure improvements
and expansions so that hospitals have
adequate laboratory capacity and
improve capabilities to control
infection.

The FY 2005 budget requests

$476 million to continue progress
towards the goal of 100 percent of
States having surge capacity plans.
Specific areas of emphasis will
include surge bed capacity, clinical
personnel augmentation, isolation
capacity, and hospital-based pharma-
ceutical caches. HHS is developing
a plan to review the funding alloca-
tion and will consider whether the
current formula could be improved
by including indicators such as level
of risk, level of preparedness, or
measures related to performance.

Our health professions workforce
must be prepared to recognize
indications of a terrorist event in
their patients. The Bioterrorism
Training and Curriculum
Development program, first initiated
in FY 2003, supports 19 cooperative
agreements to deliver continuing
education to a diverse health care
workforce and 12 cooperative
agreements to facilitate the training
and preparation of current medical,
nursing, allied health, and other
health professions students. The
FY 2005 budget includes $28 million
for this activity.

ENSURING ACCESS TO SERVICES
FOR PEOPLE LIVING WITH
HIV/AIDS

The FY 2005 budget requests

$2.1 billion for the Ryan White
HIV/AIDS program, a net increase
of $35 million over FY 2004. The
Ryan White Care Act program
provides services to approximately

Health Resources and Services Administration
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530,000 individuals each year with
little or no insurance. These services
include medical care, access to
lifesaving pharmaceuticals, dental
care, outpatient mental health servic-
es, outpatient substance abuse
treatment, and home health care.

Within the total FY 2005 request, the
budget provides $784 million, an
increase of $35 million, for the AIDS
Drug Assistance Program to support
the purchase of medications for
persons living with HIV/AIDS. At
this level, monthly utilization of
ADAP will increase from approxi-
mately 93,800 clients in FY 2004 to
approximately 100,000 clients in

FY 2005.

HHS continues its commitment to
enhance and improve the delivery of
health care by Ryan White CARE
Act programs to persons living with
HIV/AIDS. HRSA is working
closely with grantees to fully
implement management and
improvement programs to enhance
the quality of care and services
provided to persons living with
HIV/AIDS.

HRSA assists international AIDS
efforts in the areas of human capaci-
ty and antiretroviral program
development in foreign countries
significantly impacted by the virus.
In FY 2005, HRSA, through a
partnership with CDC and USAID,
will continue to support the
International Mother and Child

HIV Prevention Initiative and the
President's Emergency Plan for AIDS
Relief.

PROVIDING HEALTH CARE IN
RURAL COMMUNITIES

Rural residents tend to have more
difficulty accessing health care and
poorer health outcomes than their
urban counterparts. The rural
provisions of the recently enacted
Medicare Prescription Drug and
Modernization bill will substantially
increase the resources available to
rural communities — $9 billion over

the next 5 years. In addition, nearly
7 of the 15 million patients served by
health centers in FY 2005 will be
from rural communities. The

FY 2005 budget also requests

$52 million for targeted rural health
programs, including $22 million for
the Denali Commission.

As noted in the PART review,
independent evaluations indicate that
these rural health programs are
effective and achieve results.
However, PART also found that a
less fragmented and more seamless
Federal effort could help maximize
access, generate effectiveness, yield
cost efficiencies, and reduce the
number of specific and geographical-
ly targeted projects funded each year.

In FY 2005, the budget targets select
activities. A total of $17 million is
requested for State Offices of Rural
Health that monitor and direct State-
level strategy for rural health care,
and for Federal policy research
studies and rural health information
dissemination. An additional

$13 million is requested for Rural
Health Outreach and Network
Development grants, which enable
community partnerships to
implement creative strategies to meet
their unique health needs, and for
grants to purchase life-saving
emergency devices.

IMPROVING MATERNAL AND CHILD
HEALTH

The Department continues to work
towards improved health outcomes
for all American women and
children. The budget requests
$730 million for the Maternal and
Child Health (MCH) Block Grant,
the same as FY 2004. The Block
Grant supports Federal and State
partnerships that provide critical
services to 27 million women and
children. These services include
direct health care services for
children with special health care
needs, the promotion of health and
safety in child care settings, and
enabling services such as home

visiting and nutrition counseling.

The MCH Block Grant also provides
support for newborn screening, lead
poisoning, and injury prevention.
The budget also includes $98 million
for the Healthy Start program, which
supports community-driven programs
in targeted high risk communities to
reduce the incidence of risk factors
that contribute to infant mortality.

The budget maintains a $278 million
investment in the Family Planning
program. The program supports a
network of more than 4,600 clinics
nationwide that provide access to a
wide array of reproductive health
care and preventive services to
nearly 5 million people. Counseling
and education regarding abstinence
are required for all adolescent clients
through this program.

The budget also includes $53 million
to maintain three important
emergency services programs:
Emergency Medical Services for
Children, $20 million; Poison
Control Centers, $24 million; and
Traumatic Brain Injury, $9 million.
The EMS for Children program will
award 51 grants to States and
Territories to improve care for the
31 million children and adolescents
who are seen in emergency depart-
ments each year, and 37 additional
grants to medical schools to develop
and evaluate improved procedures
and protocols for treating children.
The Poison Control Center program
will award 80 stabilization and
enhancement grants to Centers,
which provide expert advice to the
public 24 hours a day regarding
exposure to poisons, and will
maintain a national toll-free number.
The Traumatic Brain Injury program
facilitates State-wide needs assess-
ments and implement action plans,
thereby ensuring comprehensive and
coordinated services.

SUPPORTING TRANSPLANTATION

Each day approximately 68 people in
the United States receive a life-
saving organ transplant, but another
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17 people die because the demand
for transplantable organs far exceeds
the available supply. The FY 2005
budget includes $25 million to
maintain support for the Organ
Transplantation program, which
funds the network that manages the
distribution of organs throughout the
United States and the national
registry of transplant recipients that
assists in organ allocation. The
program will also award 25 grants to
evaluate strategies for increasing the
consent to donate and to refine
methods for identifying those
patients with the greatest medical
need for transplantation.

Each year approximately
38,000 Americans under 55 years old
are diagnosed with leukemia and

other blood and genetic diseases, and
about 16,000 of them cannot be
successfully treated with therapy
other than a blood stem cell
transplant. Blood stem cells can be
obtained from the bone marrow or
circulating blood of volunteer adult
donors or collected from the newest
source — umbilical cord and placenta
after a normal birth. The FY 2005
budget requests $23 million to
maintain the National Bone Marrow
Donor Registry, which enables
patients to search for a suitable,
unrelated bone marrow donor. The
budget also includes $10 million to
maintain the newly funded Cord
Blood Stem Cell Bank. This level of
funding, along with the FY 2004
funds, would increase the national

inventory of cord blood stem cells by
approximately 25 percent.

OTHER HRSA PROGRAMS

The budget proposes $30 million for
the remaining HRSA programs
including Telehealth, Hansen's
Disease, Black Lung, and Radiation
Exposure Compensation, maintaining
FY 2004 levels.

PROGRAM MANAGEMENT

The budget requests $158 million for
HRSA's program management, an
increase of $3 million over the

FY 2004 level. Resources requested
will enable HRSA to manage and
operate a wide array of Federal
programs as well as to fund Federal
pay cost increases.

Health Resources and Services Administration
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IS

(dollars in millions)

2005
2003 2004 2005 +/-2004
Indian Health Service:
ClNICal SEIVICES ...cvviririiiieiririeeeereseeeeeseseeaessaeeenns $2,560 $2,618 $2,693 +$75
Contract Health Services (Non-Add).............. 475 479 497 +18
Preventive Health.........ccocovvvvvivivvnivincreee 103 107 112 +5
Contract SUPPOTt COStS...covrurerireeieiirieeereeieeenne 269 267 267 0
Tribal Management/Self-Governance.................... 8 8 8 0
Urban Health.........ccocoevevvveiricene 31 32 33 +1
Indian Health Professions 31 31 31 0
Direct Operations........cceeveueeeverererererereerererererenenens 60 61 62 +1
Diabetes Grants 100 150 150 0
Subtotal, Services Program Level....................... $3,162 $3,274 $3,356 +$82
Indian Health Facilities:
Health Care Facilities Construction....................... $82 $94 $42 -$52
Sanitation CONStruCtiON.......cceceveveveverererererererererenenes 93 93 103 +10
Facilities & Environmental Health Support.......... 132 138 143 +5
Maintenance & Improvement............cocevvevevevrirnnne 56 55 55 0
Medical EQUIPMENt......ccoovevereeiirieieiieeeieieeeene 17 17 17 0
Subtotal, Facilities Program Level..................... $380 $397 $360 -$37
Total, Program Level $3,542 $3,671 $3,716 +$45
Less Funds Allocated From Other Sources:
Health Insurance Collections.........c.cceeeveevivernnene. $586 $593 $593 $0
Rental of Staff Quarters..........ccceeeveecerreecerireenne 6 6 6 0
Diabetes Grants.........cooceevcreecrerrereeererneseeerernenceenen 100 150 150 0
Total, Budget Authority $2,850 $2,922 $2,967 +$45
FTE e 15,020 16,145 16,251 +106
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INDIAN HEALTH SERVICE

Mission: The mission of the Indian Health Service is to raise the physical, mental, social, and spiritual health of
American Indians and Alaska Natives to the highest level.

he THS FY 2005 budget request

is $3.7 billion, a net increase of
$45 million over FY 2004.
Additional funds are requested
primarily for the provision of safe
water and sewage disposal for Indian
communities and to purchase
additional health care from non-IHS
hospitals and health providers. The
IHS anticipates receiving
$593 million in health insurance
reimbursements in FY 2005, primari-
ly from Medicare and Medicaid.

AGENCY DESCRIPTION

The IHS is the primary source of
medical care for the 1.6 million
American Indians and Alaska
Natives who are members of more
than 560 Federally recognized tribes.
Care is provided through a network
of 49 hospitals and over

500 outpatient clinics and smaller

PORTLAND
168,670

CALIFORMIA
137113

NAVAJO
278,031

ALASKA

PHOEHNIX
156,417

facilities located primarily in the
Southwest, Oklahoma, the Northern
Plains and Alaska. Tribes currently
operate 15 of the hospitals and
three—quarters of the clinics and
smaller facilities under self—determi-
nation contracts with the Agency.
The IHS also purchases medical care
for Indian people from non—IHS
hospitals and health providers and
funds 34 urban Indian health organi-
zations. In addition to providing
medical treatment, IHS carries out
substantial prevention and wellness
activities including diabetes preven-
tion and disease management,
sanitation construction to provide
water and waste disposal for Indian
communities, injury prevention,
mental health services, and
alcohol/substance abuse treatment
and prevention.

Indian Health Service
Service Population by Area, FY 2003

ACCESS TO HEALTH CARE

The population IHS serves increases
annually at approximately 2 percent.
Like any health care provider, IHS
also experiences increases in the cost
of providing care.

Contract Health Services: The
budget includes $497 million, an
increase of $18 million over

FY 2004, to purchase health care
from non—IHS hospitals and health
providers. This funding increase,
combined with the additional
purchasing power provided in the
recently enacted Medicare
Prescription Drug, Improvement, and
Modernization Act, will allow the
purchase of an estimated

35,000 additional outpatient visits or
3,000 additional days of inpatient
care. Section 506 requires hospitals
that participate in Medicare to

BEMID.N

NASHWVILLE

113,812 Ak
TUCSOM
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*orea Office

Texas is administered
by Mashwille, Oklahoma City,
and Albuguergue.
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provide inpatient treatment services
to IHS at rates determined by the
Secretary. Contract Health Service
funds purchase specialty care,
including most types of surgery, and
are used to purchase all medical care
for Tribes that do not have an IHS
facility nearby.

Opening New Health Facilities: An
additional $23 million is included to
add staff at five outpatient facilities
scheduled to open during FY 2005.
Tribes financed construction of three
of these facilities saving IHS

$37 million in construction costs.
When fully operational, these facili-
ties will double the number of
primary care provider visits that can
be provided at these sites and also
provide new services.

Health Facility Construction:

The budget includes $42 million to
complete construction of two
outpatient facilities, serving the
Navajo Nation at Red Mesa, Arizona
and the Sisseton—Wahpeton Sioux
Tribe at Sisseton, South Dakota, and
provide necessary staff housing for
the health facilities at Zuni, New
Mexico and Wagner, South Dakota.
When completed, the outpatient
facilities will provide an additional
36,000 primary care provider visits,
replace the Sisseton hospital, which
was built in 1936, and bring 24 hour
emergency care to the Red Mesa area
for the first time. IHS will add
thirteen units of staff quarters and
replace 16 house trailers built during
the 1950s and 1960s and excessed to
Zuni. Having decent local housing
available will make it easier to
recruit and retain health professionals
at these sites.

Urban Indian Health Program: In
addition to providing health care to
Indian people on or near reserva-
tions, [HS also provides over

$30 million annually to thirty—four
urban Indian health organizations
providing services in cities with large
numbers of Indian people. These
organizations provide primary
medical services, basic preventive

health services, outreach and referral
services and alcohol and drug
treatment. IHS funds account for
about half of all funds available to
these organizations, major non—IHS
funders are Medicaid, other Federal
programs, and State and local
governments. A Program
Assessment Rating Tool (PART)
review of the Urban Program found
it has demonstrated progress on its
long—term goals as well as improved
efficiencies and cost effectiveness.

Pay Costs: The budget includes an
additional $36 million to cover
increased pay costs for Federal and
Tribal employees who operate health
facilities, and carry out prevention
and wellness programs.

Health Insurance Reimbursements:
IHS facilities receive Medicare and
Medicaid under a cost—based
methodology developed in close
cooperation with the Centers for
Medicare & Medicaid Services. THS
expects to receive a total of $593 million
from health insurance in FY 2005,
primarily from Medicare and Medicaid,
but including nearly $50 million in
third party employer provided health
insurance.

PREVENTIVE HEALTH
IMPROVEMENTS

IHS has long recognized that
preventing disease and promoting
wellness are often the most cost
effective ways to raise the health
status of Indian people to the highest
level. Substantial funds are devoted
to these activities in order to reduce
the need for expensive medical
treatment. The budget request
continues these investments in the
arcas of diabetes, additional sanita-
tion construction and several smaller
activities.

Diabetes: Through the Special
Diabetes Program for Indians grant
program, IHS provides funds to over
300 Tribes and Indian organizations.
In FY 2005, IHS will award

$150 million. Over the past four

years, $500 million has been provid-
ed to support diabetes prevention and
disease management activities at the
local level. The program has
substantially increased the availabili-
ty of services including basic clinical
exams, newer treatment medications
and therapies, laboratory tests to
assess diabetes control and complica-
tions, screening for diabetes and
pre—diabetes in a variety of locations,
nutrition education, and physical
fitness activities. These services
have led to a steady increase in the
percent of diabetic patients with
Ideal blood sugar control. Starting in
FY 2004, the program will include a
new competitive grant activity to
identify successful examples of
preventing the onset of type 11
diabetes or of cardiovascular disease
among diabetics.

Sanitation Construction: The
budget includes $103 million for
sanitation construction — an increase
of 11 percent or $10 million over

FY 2004 — to provide safe water and
waste disposal systems to an estimat-
ed 22,000 homes. The sanitation
program has played a key role in
decreasing the rates of infant mortali-
ty, gastroenteritis, and other
environmentally related diseases over
the last thirty years. A recent review
of the program found that it
demonstrated increased long—term
cost efficiencies and that it was
optimally designed.

Additional Preventive Health
Investments: The budget requests
$7 million for three specific invest-
ments which will strengthen the
ability of IHS to prevent disease and
promote wellness. An additional

$2 million is requested to expand
the Director's Health Promotion and
Disease Prevention Initiative.
Effective low cost health interven-
tions can be designed and
implemented by people with
knowledge of their local communi-
ties. Funds will support
implementation of 50 local
community interventions, best

Indian Health Service
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practice dissemination, and training
for community members. The request
also adds $3 million for epidemiol-
ogy centers. The seven existing
epidemiology centers provide
information for about half of the
population IHS serves, but do not
cover the Navajo, Oklahoma,
Billings, or California areas.
Additional funds will add three or
four new centers and increase
support for the seven existing
centers.

Some 50,000 Alaska Natives live in
communities with no access to IHS
hospitals or outpatient facilities
except by air travel. Community
Health Aides/Practitioners (CHA/Ps)
are the only local source of health
care in many of these communities
and are critical to reducing the high
transportation costs of bringing
people to treatment. An additional
$2 million will add 30 CHA/Ps for a
total of 516.

Information Technology: The
budget includes $69 million for
information technology, an increase
of $4.5 million compared to

FY 2004. A PART review of IHS's

major information system — the
Resource and Patient Management
System (RPMS) — found that RPMS
compared favorably with similar
Federal information systems and
consistently scores well on informa-
tion system reviews.

SUPPORTING INDIAN SELF-
DETERMINATION

Tribes continue to increase the
number of THS programs they
operate, both in dollar terms and as a
percentage of the Agency's budget.

In FY 2005, Tribes will control an
estimated $1.8 billion, or 56 percent
of THS's total budget request.

To bring Indian issues to the
attention of all parts of the
Department, the Secretary has reacti-
vated the Intradepartmental Council
on Native American Affairs. To
better understand the conditions in
Indian country, the Secretary or
Deputy Secretary has visited Tribal
Leaders and Indian reservations in all
twelve IHS areas, accompanied by
senior HHS staff.

IHS Funds Managed by Tribes

dollars in millions

$1,702

FY 2003

FY 2004

FY 2005
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coe

(dollars in millions)

2005
2003 2004 2005 +/-2004
Chronic Disease Prevention & Health Promotion:
Steps To A Healthier US Initiative...........c.ccocveveneee. $15 $44 $125 +$81
Youth Media Campaign .........ccceeeeverveerieerieenreeenennen. 51 36 5 -31
Breast and Cervical Cancer ...........ccceevevvenveeeennenenne. 199 210 220 +10
Diabetes, Obesity, and Other Programs.................... 525 564 566 +2
Subtotal, CHIONIC. .......eveeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeens $790 $853 $915 +$62
Environmental Health.............cccooeiinineicecieeee 183 183 184 +1
Health StatiStiCs.......cceveereccierreieeirireceeeccereereeeenens 126 128 150 +22
Immunization
Current Law:
Section 317 Discretionary Program............cccceuue.... 643 643 644 +1
Vaccines For Children Mandatory Program............. 1,174 1,208 1,208 0
Vaccines stockpile (non-add).............................. 168 204 230 +26
Effect of Proposed Law Changes:
VEC ..ottt ens 0 0 165 +165
Section 317 0 0 -110 -110
Proposed Law Subtotal, Immunization.................. $1,818 $1,851 $1,907 +$56
HIV/AIDS, STDs & TB Prevention..........c.ccceeveeueuinnes 1,147 1,141 1,143 +2
Epidemic Services & Response.......cccovevevvevrererernrerennes 77 92 92 0
Global Disease Detection (non-add)...................... 0 15 15 0
Infectious Disease Control........ccceeeveveerereeeereeerenenas 359 369 401 +31
Global Disease Detection (non-add)...................... 0 9 36 +27
Subtotal, Global Disease Detection (non-add) 0 24 51 +27
Bioterrorism (other than facilities)
State and Local Capacity.........cccevererieereneecrenienenne. 939 934 829 -105
CDC Capacity/Research...........cccouevereeereneenieeneeenenen 177 175 150 -25
Supplemental in FY 03--smallpox administration...... 100 0 0 0
Biosurveillance Initiative...........coveeveeveveereeeeeceeeeenenns 0 0 130 +130
Subtotal, BIOtEITOriSM...........coevueeeereecieeeeeeieeeeene $1,216 $1,110 $1,110 $0
Preventive Health Block Grant............cococevveveevrirnennnee. 134 133 133 0
Injury Prevention & Control..........ccccooveeinnicccnncccenne 148 154 154 0
Birth Defects, Disability & Health...........cccccceueururunnenee 98 113 113 0
Public Health Improvement Program Level................. 153 172 113 -59
Occupational Safety & Health .........cccccooeviieinrnnnne. 273 277 279 +2
Office of the DIreCtor .......cceeeeeeeeeeeeeeeeeeeeeenena 49 59 60 +1
Buildings & Facilities..........ccouvvreeererirerereririrereriseeeeneeenes 286 260 81 -179
ATSDR .o 82 73 77 +4
USCI FEES vt 2 2 2 0
Subtotal, Program Level (current law)...........c.c...... $6,942 $6,972 $6,859 -$113
Subtotal, Program Level (proposed 1aw)...........ccu.. $6,942 $6,972 $6,914 -$58
Less Funds Allocated from Other Sources:
Vaccines for Children Current Law (mandatory)........ $1,174 $1,208 $1,208 $0
Proposed Law Changes .......c.cocoeeveeeverererererereennereenns 0 0 165 165
Public Health and Social Service Emergency Fund 1,216 1,110 1,110 0
PHS Evaluation........cccoceveeeeeeenireeinirisieieseseeeeeesesessssssnnns 210 212 249 +37
USET FEES ...ttt 2 2 2 0]
Total, Current Law Budget Authority...........ccceueee.. $4,340 $4,440 $4,290 -$150
Total, Proposed Law Budget Authority. $4,340 $4,440 $4,180 -$260
FTE oottt 8,715 8,569 8,569 0
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CENTERS FOR DISEASE CONTROL AND PREVENTION

Mission: The mission of the Centers for Disease Control and Prevention (CDC) is to promote health and quality of
life by preventing and controlling disease, injury, and disability.

he FY 2005 budget requests a

total program level of
$6.9 billion for the Centers for
Disease Control and Prevention
(CDC), a net decrease of $58 million
below FY 2004. This net change
includes $341 million in expansions
of on-going programs such as Steps
To A Healthier US and the National
Breast and Cervical Cancer Early
Detection Program; new detection
initiatives for bioterrorism and
naturally occurring infectious
diseases; improvements in childhood
immunizations; and a major reinvest-
ment in the health statistics needed
for decision-making in both govern-
ment and the private sector. The
increases are partially offset by the
completion of some new facilities,
earmarked projects, and retargeting
of funds in some areas. The
FY 2005 budget for CDC also
includes $1.4 billion in mandatory
immunization funding and
$249 million in Public Health
Service evaluation transfer funds.

CHRONIC DISEASE PREVENTION
AND HEALTH PROMOTION

More than 1.7 million Americans die
of chronic diseases - such as heart
disease, cancer, and diabetes - each
year, accounting for 79 percent of all
U.S. deaths. Although chronic
diseases are among the most
common and costly health problems,
they are also among the most
preventable. The budget includes
$915 million for Chronic Disease
Prevention and Health Promotion, a
net increase of $62 million over

FY 2004.

Steps To A Healthier US Initiative:
The FY 2005 Budget includes

$125 million, an increase of

$81 million for the Steps To A
Healthier US Initiative. Of this
request $115 million, (including

$71 million of the increase) will be
used to expand the State and
community grant program initiated
this past September to reduce the
prevalence of diabetes, obesity, and
asthma-related complications through
prevention initiatives. Existing
grantees will receive funding to carry
out the plans they are preparing to
implement, and new projects will be
started in additional States, cities,
and tribes. The initial 12 grants
reach 23 communities including
seven large cities, one Tribal consor-
tium, and four State-based grants that
cover 15 smaller cities and rural
areas. These funds will help
implement community-based
programs targeting those at high risk
for diabetes, obesity, and asthma.
Philadelphia plans to expand
supervised physical activity
programs aimed at students with
chronic diseases at schools. In
Michigan, a consortium of American
Indian Tribes will implement a
program that seeks to encourage the
consumption of highly nutritious
traditional foods and pass on
wisdom and cultural practices about
them. New Orleans will develop
neighborhood walking and bicycling
plans to build a more walkable and
bikeable city. A total of $10 million
will be used to expand the Diabetes
Detection Initiative, which targets at-
risk populations to identify
undiagnosed diabetes. The aim of
this initiative is to reach these
populations where they live, work,
and play through a customized,
tailored approach with the aim of
identifying undiagnosed diabetes.
The program design promotes the
self-identification of risk status,
follow up to a health provider to
assess the need for a diagnostic test,
and the administration of appropri-
ate diagnostic tests, if indicated.

National Breast and Cervical
Cancer Early Detection Program:
CDC's National Breast and Cervical
Cancer Early Detection Program
(NBCCEDP) has helped to increase
mammography use by women aged
50 and older by 20 percent since the
program's inception in 1991.
NBCCEDP targets low-income
women with little or no health
insurance and has helped to reduce
disparities in screening for women
from racial and ethnic minorities.
CDC will increase support to States
in order to conduct outreach and pay
for additional breast and cervical
cancer screens for underserved
women. The budget for NBCCEDP
is $220 million for FY 2005, an
increase of $10 million. With the
requested increase, CDC projects
providing an additional

32,000 diagnostic and screening
services to women who are hard-to-
reach, have rarely, or have never
been screened for these cancers.

Youth Media Campaign: The budget
requests $5 million for the VERB It's
What You Do Youth Media Campaign
targeted to increase and maintain
regular physical activity among
tweens (youth ages 9-13) through
paid media, partnerships, and
community efforts. These funds will
enable CDC to maintain a library of
proven media messages for distribu-
tion as public service announcements.

¢ The average weight in 2000 for a

10 year old boy is 87 pounds,

15 percent heavier than the average
weight of 74 pounds for a ten year
old boy in 1965.

¢ The average weight in 2000 for a
10 year old girl is 87 pounds,
11 percent heavier than the average
weight of 77 pounds for a ten year
old girl in 1965.
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ENVIRONMENTAL HEALTH

The budget contains $184 million to
maintain ongoing environmental
disease prevention programs. The
National Center for Environmental
Health (NCEH) assists State and
local health agencies in developing
and increasing their ability and
capacity to address environmental
health problems, especially asthma
and childhood lead poisoning.
Additionally NCEH provides
complete, timely, and accessible data
on environmentally related diseases
and conditions, including asthma,
childhood lead poisoning and genetic
diseases; improves the understanding
of risk factors for, and causes of,
environmentally related diseases and
conditions; and develops effective
prevention programs. The CDC's
state of the art environmental labora-
tories use modern technology to
assess human exposure to environ-
mental chemicals, and its effects.

HEALTH STATISTICS

The budget requests $150 million for
Health Statistics, an increase of

$22 million over FY 2004. This
investment reflects the importance of
the data systems of the National
Center for Health Statistics (NCHS)
to track our progress and inform
solutions on a myriad of problems in
the public and private health sector.
This increase will position the
surveys of NCHS to meet new
challenges. This new investment
will preserve and modernize the
Nation's vital statistics system. CDC
will expand contracts with States to
purchase birth and death data and
move forward with e-government
initiatives to update the content of
birth and death records. The increase
will also provide the robust sample
sizes necessary for the National
Health and Nutrition Examination
Survey (NHANES) and the National
Health Interview Survey (NHIS) to
provide needed information on a
wide range of conditions, diseases,
and population subgroups.
Additionally funds will address

major emerging data gaps in the
National Health Care Survey, such as
long-term care and assisted living
facilities.

IMMUNIZATION

A significant health goal of the
Nation is to ensure that at least

90 percent of all two-year olds
receive the full series of vaccines.
The budget request of $1.9 billion
includes two streams of funding to
improve immunization rates. The
mandatory Vaccines for Children
(VFC) program provides free vaccine
to Medicaid recipients, the
uninsured, American Indians and
Alaskan Natives, and children with
limited health coverage that does not
cover specific immunizations. The
discretionary Section 317 program
provides funds for State immuniza-
tion operational costs and many of
the vaccines provided in public
health clinics.

The budget includes three important
immunization initiatives. First,
under current law, CDC will continue
to build a six-month, vendor-
managed stockpile of all routinely
recommended childhood vaccines.

In FY 2003, CDC invested

$168 million in the VFC program to
begin building these stockpiles of
varicella, Hepatitis A and B,
pneumococcal conjugate (PCV), and
(Hib) vaccines. Between FY 2004
and FY 2006, CDC plans to invest an
additional $583 million to meet the
target quantities for a six-month
stockpile. The stockpile serves dual
purposes. Vaccines from the
stockpile can be distributed in the
event of a disease outbreak. The
stockpile will also mitigate the effect
of any supply disruptions that might
occur on the manufacturing side.
Second, with $40 million in each of
fiscal years 2004 and 2005, CDC
will, for the first time, create a
stockpile of children's influenza
vaccine under the VFC program.
The flu season of 2003-2004 was a
reminder of the need for rapid access
to vaccines. This stockpile would

provide a vendor-managed supply of
between 4 to 6 million doses of
vaccine, enough to provide the high-
risk population of children aged

623 months with the two doses each
would need. The flu vaccine
stockpile could also be made
available for older children as
needed.

Finally, in FY 2005 legislation will
be proposed to improve access to
VFC vaccines for children already
entitled to them, through two
changes. First, the proposed legisla-
tion will expand the number of
access points for children whose
private insurance does not cover
immunizations by allowing them to
receive their VFC vaccines at State
and local public health clinics.
Currently, these children must go to
specially designated Federally
Qualified Health Centers to receive
VFC vaccines — even if they visit a
different public health clinic for all
of their other medical needs. The
second change proposed in this VFC
legislation will restore tetanus and
diphtheria vaccines to the VFC
program. The VFC statute, as
enacted in 1993, caps prices for the
three vaccines that were in use prior
to enactment of the legislation. The
price caps are so low, however, that
the tetanus booster vaccine was
removed from the VFC program in
1998 when no vendor would bid on
the contract. With these legislative
changes, an additional $165 million
will be added annually to the VFC
budget to cover the additional
vaccines that will be provided under
this program. These changes will
reduce by $110 million the demand
for Vaccines financed through the
Discretionary 317 Immunization
Program.

The immunization budget will
continue to provide $151 million for
global immunization activities,
including polio eradication. While
tremendous progress has been made
with the number of polio-endemic
countries declining from 120 in 1988
to seven in 2003, a major internation-
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al effort continues to strive for the
goal set by the World Health
Organization: global polio eradica-
tion by 2005.

HIV/AIDS, Sexually Transmitted
Diseases, and Tuberculosis:
HIV/AIDS, sexually transmitted
diseases (STDs) and tuberculosis
(TB) are among the most prevalent,
costly and preventable infectious
diseases in the United States. The
request for HIV, STD, and TB
Prevention budget activity is
$1,143 million.

Global AIDS Program (GAP):
Through the Global AIDS Program
(GAP), CDC works in partnership
with USAID, HRSA, the Department
of State and other federal agencies,
and multilateral and bilateral partners
to ameliorate the devastation caused
by HIV/AIDS. The budget requests
a total of $143 million in CDC for
on-going prevention care, treatment,
surveillance, and capacity-building
programs in 25 countries in Asia,
Africa, Latin America, and the
Caribbean.

The expertise and infrastructure
established in GAP are being utilized
to support the President's Emergency
Plan for AIDS Relief (PEPFAR)
announced in the State of the Union
address in January 2003. The
Emergency Plan, authorized by
Congress, incorporates the
President's International Mother to
Child HIV Prevention Initiative.
Fourteen of the Global AIDS
Program countries are part of the
President's International Mother to
Child HIV Prevention Initiative,
jointly implemented with USAID
and other Federal Agencies. For
greater government-wide integration
under the direction of the Global
AIDS Coordinator, the FY 2005
President's Budget will present
Mother to Child Prevention Initiative
Activities in the Department of State.
Although there has been a shift in the
placement of funding, CDC will
continue to be a major implementing
agency for this vital initiative.

Domestic HIV/AIDS Prevention:
The budget requests a total of

$790 million for CDC's Domestic
HIV/AIDS Prevention and Research
activities, of which $696 million is in
the National Center for HIV, STD,
and TB Prevention (NCHSTP) and
$94 million is in the National Center
for Infectious Diseases (NCID) and
the National Center for Chronic
Disease Prevention and Health
Promotion (NCCDPHP). CDC's
HIV prevention activities over the
past two decades have focused on
helping uninfected persons at high
risk for HIV change and maintain
behaviors to keep them uninfected.
Despite these efforts, the number of
new HIV infections is estimated to
have remained stable, and the
number of people living with HIV
continues to increase. Therefore, the
CDC has launched a new prevention
initiative, Advancing HIV
Prevention: New Strategies for a
Changing Epidemic (AHP). AHP is
aimed at reducing barriers to
the early diagnosis of HIV
infection, and if positive,
increasing access to quality
medical care, treatment, and
ongoing prevention services.
AHP emphasizes the use of
proven public health
approaches to reduce the
incidence and spread of
diseases, as well as capitaliz-
ing on new rapid test
technologies, interventions
that bring persons unaware of
their HIV status to HIV
testing, and behavioral
interventions that provide
prevention skills to people
living with HIV. This new
intervention will help CDC
and its partners to target
funds more efficiently and
directly to those people
greatest in need.

EPIDEMIC SERVICES AND
RESPONSE/INFECTIOUS DISEASES

Although modern advances have
conquered some diseases, the
outbreaks of severe acute respiratory
syndrome (SARS) and West Nile
Virus are recent reminders of the
extraordinary ability of microbes to
adapt and evolve. In response to
these events, CDC has developed a
new Global Disease Detection
Initiative within its Epidemic
Services and Response and
Infectious Disease Control Programs.
The overall FY 2005 budget request
for Epidemic Services and Response
includes $92 million to coordinate
public health surveillance at CDC
and provide support to the "disease
detectives" that determine the cause
of outbreaks and develop the
countermeasures that stem the spread
of illness. The Infectious Disease
Control request is $401 million, an
increase of $31 million over

FY 2004. The increases in Infectious

Global Disease Detection at Work

CDC worked closely with WHO and other
partners in a global effort to address the
SARS outbreak of 2003. For its part, CDC:

* Activated its Emergency Operations Center
to provide round-the-clock coordination
and response.

¢ Committed more than 800 medical experts
and support staff to work on the SARS
response.

* Deployed medical officers, epidemiologists,
and other specialists to assist with on-site
investigations around the world.

* Provided assistance to State and local
health departments in investigating
possible cases of SARS in the United
States.

* Conducted extensive laboratory testing of
clinical specimens from SARS patients to

identify the cause of the disease.

¢ Initiated a system for distributing health
alert notices to travelers who may have
been exposed to cases of SARS.
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Disease Control target $2 million for
State and local health departments
for surveillance, response, and
research for West Nile Virus activi-
ties. An additional $27 million
increase is for the new global disease
detection initiative in coordination
with existing programs in Epidemic
Services and Response. This new
initiative's total funding for FY 2005
is $51 million and it will implement
a comprehensive system of surveil-
lance by expanding CDC programs
in five countries (Kenya, China,
Brazil, Kazakhstan, and Thailand)
and creating new sites in six
countries (Uganda, Zimbabwe,
Botswana, Ghana, Cote d'Ivoire, and
Guatemala). Additionally, the Global
Disease Detection Initiative will
improve early warning systems,
research new viral strains, and aid in
collaborations with multinational
organizations. The goals of this
initiative are to recognize infectious
disease outbreaks faster, improve the
ability to control and prevent
outbreaks, and to detect emerging
microbial threats.

BIOTERRORISM

The President's Budget includes
$1.1 billion for bioterrorism
preparedness, the same level as

FY 2004. Within this amount, funds
will be redirected to carry out a new
interagency biosurveillance initiative
to prepare against a potential bioter-
rorist attack. CDC, in coordination
with FDA, the Department of
Homeland Security and the
Department of Agriculture, will be
working to improve the response to
bioterrorism through early detection.
CDC's budget includes $130 million
in FY 2005 for its role in this initia-
tive, the largest component of which
is an investment of $100 million in
its human health surveillance project,
"BioSense." BioSense is an
advanced approach to infectious
disease surveillance that, unlike
traditional approaches, does not rely
upon mandatory or voluntary case

reports from healthcare providers to
public health officials, but uses
automated analysis techniques on
electronically available health data to
highlight a potential public health
problem. This will be integrated into
a unified system. In addition to
developing better surveillance
capacity, CDC will invest an
additional $20 million to improve
laboratory reporting capacity and to
advance integration between public
health and commercial laboratories.
The remaining $10 million will
increase the number of border health
and quarantine stations from 8 to up
to 25.

CDC's commitment to State and
local preparedness remains strong;
between FY 2002 and FY 2004,
CDC invested a total of $2.9 billion
in this activity. This year, CDC has
budgeted another $829 million. In
FY 2005, HHS will be re-targeting
preparedness resources, making
modest reductions in awards to
States, and concentrating efforts in
more directed investments that will
benefit States and communities as
well as the Nation as a whole. A
specific example is the biosurveil-
lance initiative. CDC will be
entering into contracts directly with
health departments and health
systems to build a more complete
network of health information, which
will assist in earlier threat detection.
It will provide public health officials
with a sense for the health status of
their community and support them in
providing early and effective public
health response.

Investments in States have markedly
improved capacity: the Laboratory
Response Network (LRN) now
consists of 109 reference laboratories
distributed throughout all 50 States.
There are also 59 Biosafety level

3 (BSL-3) laboratories located in

50 States -- nearly three times the
number reported in 1999. Fifty
members (46 percent) of the LRN
are now able to rule out the existence

of smallpox, and 24 (22 percent)
laboratories can test for the existence
of the smallpox virus on a real-time
basis.

In addition to assistance to States and
communities, CDC will invest

$150 million to continue to upgrade
its internal capacities by improving
epidemiological expertise in the
identification and control of diseases
caused by terrorism, including better
electronic communication, distance
learning programs, and cooperative
training between public health
agencies and local hospitals.
Investments in CDC's Health Alert
Network now mean that 89 percent
of all health departments across the
country receive instant electronic
messages about emerging health
threats and public health emergen-
cies. Additionally, in 2002 and 2003,
CDC produced and delivered

35 smallpox education and training
programs. CDC currently estimates
reaching approximately 1.3 million
health professionals through a
multimedia approach to smallpox
training. CDC will continue to fund
the 22 university-based Centers for
Public Health Preparedness (CPHP)
to ensure that frontline public health
workers have the competencies to
respond to emerging health threats.

Working in collaboration with the
U.S. Department of Agriculture
(USDA), CDC implemented the
notification of possession of select
agents and published an interim final
rule in the Federal Register on
December 13, 2002 for facilities that
possess, use, or transfer agents or
toxins deemed a threat to public
health and to animal or plant
products. CDC has a goal to inspect
300 laboratories in accordance with
the rule in 2004.

PREVENTIVE HEALTH AND HEALTH
SERVICES BLOCK GRANT

Since 1981 the Preventive Health
and Health Services Block Grant has
provided its 61 grantees (States,

Centers for Disease Control and Prevention
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Tribes, and territories) with funds to
tailor prevention and health
promotion programs to address their
particular needs. The budget for

FY 2005 is $133 million. States use
these funds to carry out a variety of
activities including: helping rural
health departments to eliminate food
and water contamination, supporting
childhood lead poisoning testing, and
providing statewide public health
education.

INJURY PREVENTION AND CONTROL

Injuries are the primary killer of
children and young adults in the
United States. Injury is a fundamen-
tal threat to human health and life,
and CDC employs the same scientif-
ic methods that prevent infectious
diseases to prevent injuries - defining
the health problem, identifying the
risk and protective factors, and
developing and testing prevention
strategies. The budget for FY 2005
includes $154 million to support
programs focused on residential fire
deaths, intimate partner violence,
non-fatal fall traumatic brain injury,
child abuse and neglect, rape preven-
tion and education, and other injury
prevention and control initiatives.

BIRTH DEFECTS, DEVELOPMENTAL
DISABILITIES, DISABILITIES AND
HEALTH

Birth defects are the leading cause of
infant mortality in the United States.
Additionally, the direct and indirect
costs associated with disabilities in
the United States exceeds

$300 billion annually. CDC's
National Center for Birth Defects,
and Developmental Disabilities
works to identify the cause of birth
defects and developmental disabili-
ties, to help children develop and
reach their full potential, and to
promote the health and well-being
among people of all ages with
disabilities. The budget for FY 2005
includes $113 million for these
activities. This funding will be used
for many disability programs includ-

ing those related to Fetal Alcohol
Syndrome, Autism, Attention-Deficit/
Hyperactivity Disorder (ADHD),
Duchenne and Becker Muscular
Dystrophy, Disability and Health,
monitoring development disabilities,
limb loss, and spina bifida.

PuBLIC HEALTH IMPROVEMENT

The budget for FY 2005 requests a
total of $113 million. The

$59 million reduction from FY 2004
reflects one-time Congressional
projects that are not being continued
in 2005 and funding for research
activities at $16 million. Funding is
maintained for REACH 2010 (Racial
and Ethnic Approaches to
Community Health) which is intend-
ed to help racial and ethnic minority
communities mobilize and organize
their resources to support effective
and sustainable programs that will
contribute to the elimination of
health disparities. The National
Electronic Disease Surveillance
System (NEDSS) is also included in
the Public Health Improvement Line.

OCCUPATIONAL SAFETY AND
HEALTH

The estimated annual cost of occupa-
tional injuries in the United States is
more than $240 billion. The
National Institute of Occupational
Safety and Health (NIOSH) is the
primary federal entity responsible for
conducting research and making
recommendations for the prevention
of work-related illness and injury.
NIOSH translates knowledge gained
from research into products and
services that benefit workers safety
and health in settings from corporate
offices to construction sites and coal
mines. The budget for FY 2005
includes $279 million for NIOSH
activities including work on the
National Occupational Research
Agenda (NORA); and personal
protective technology and respirator
research for the nation's 50 million
miners, firefighters, emergency
responders, and health care, agricul-

tural, and industrial workers.

In addition to its ongoing activities,
NIOSH assists in the implementation
of the Energy Employees
Occupational Illness Compensation
Act of 2000; funds for this activity
are provided by the Department of
Labor.

OFFICE OF THE DIRECTOR

The budget for the Office of the
Director (OD) for FY 2005 is

$60 million. This includes funds for
the Public Health Information
Network (PHIN), which will build
upon and integrate existing public
health communication systems and
will create public health data
standards necessary for interoperabil-
ity between the health care sector
and local, State, and federal public
health authorities. CDC and the
Office of the Director will also
continue to coordinate management
attention to achieving results in
accordance with the President's
Management Agenda.

MODERN AND SECURE
LABORATORIES AND FACILITIES

CDC is continuing its work to
modernize its physical infrastructure.
In 2003 CDC completed the critical
Environmental Health Laboratory
and the Parasitology Laboratory.
Between 2002 and 2003, CDC is
completing more than 1.6 million
square feet of laboratory and other
facility space. The Environmental
Health Laboratory completed in

FY 2003 specializes in biomonitor-
ing; this new laboratory enabled staff
to develop a rapid toxic scree n to
quickly analyze up to 150 chemicals
likely to be used by terrorists. In
2005, CDC will complete an
Infectious Disease Laboratory, the
Scientific Communications Center,
the Headquarters and Emergency
Operations Center, and the
Environmental Toxicology
Laboratory. The request for Buildings
and Facilities in FY 2005 includes
$81.5 million to complete the Fort
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Collins, Colorado Bio Safety Level

3 Laboratory; to continue work on
the East Campus Laboratory
Consolidation Project; and to provide
for nation-wide maintenance, repairs,
and improvements.

ATSDR (AGENCY FOR TOXIC
SUBSTANCES AND DISEASE
REGISTRY):

ATSDR is managed as part of CDC
and is the lead agency responsible
for public health activities related to
Superfund sites. ATSDR develops
profiles of the health effects of
hazardous substances, assesses health
hazards at specific Superfund sites,
and provides consultations to prevent
or reduce exposure and related

illnesses. ATSDR also maintains the
World Trade Center Exposure
Registry to track the health effects of
100,000 to 200,000 individuals who
may have been impacted by exposure
to substances at the World Trade
Center site. The President's Budget
for FY 2005 for ATSDR is

$77 million, a $4 million increase
over FY 2004. Increases in the
budget will be directed to ATSDR's
work with EPA and other federal,
State, and local environmental public
health agencies to evaluate sites that
received vermiculite from Libby,
Montana, to identify past and present
exposure pathways and to determine
whether a public health hazard, has
existed or continues to exist.

Increases will also fund the mainte-
nance costs of the World Trade
Center Exposure Registry. A recent
PART review determined that
ATSDR had strong program design
and management practices. The
PART review suggested some
improvements that ATSDR has
undertaken. ATSDR is reviewing
and clarifying its long term goals and
measures to directly capture the
impact of the agency on mitigating
disease. CDC has eliminated
administrative and management
redundancies between ATSDR and
CDC's National Center for
Environmental Health.
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NIH OVERVIEW BY INSTITUTE

(dollars in millions)

2005
2003 2004 2005 +/-2004
Institutes:
National Cancer INStitute........cocvvvvveevvveeieereeeeeeeeeees $4,584 $4,736 $4,870 +$134
National Heart, Lung, & Blood Institute............ccceeueneee. 2,792 2,878 2,964 +86
National Institute of Dental & Craniofacial Research.... 371 383 394 +11
Natl Inst. of Diabetes & Digestive & Kidney Disease... 1,721 1,821 1,876 +55
National Institute of Neurological Disorders & Stroke.. 1,455 1,501 1,546 +45
National Institute of Allergy & Infectious Diseases...... 3,703 4,303 4,426 +123
National Institute of General Medical Sciences............. 1,847 1,905 1,960 +55
Natl Inst. of Child Health and Human Development...... 1,204 1,242 1,281 +39
National Eye INStitute.......ccovovveeeeieernriieeiieeeeeeseenns 632 653 672 +19
National Institute of Environmental Health Sciences:
Labotr/HHS Appropriation...........ccoeeeeeeveeeieereeenenes 612 631 650 +19
VA/HUD ApPPropriation.........ceeeeeereererererereresereresenenes 84 78 80 +2
National Institute on AgiNg........coevvvereeererererererererirerireens 993 1,025 1,056 +31
Natl Inst. of Arthritis & Musculoskeletal & Skin Dis..... 486 501 515 +14
Natl Inst. on Deafness & Communication Disorders..... 370 382 394 +12
National Institute of Mental Health...............ccccevnnnnee. 1,339 1,382 1,421 +39
National Institute on Drug Abuse.......coevvvvverervrrrereriinnes 961 991 1,019 +28
National Institute on Alcohol Abuse & Alcoholism...... 416 429 442 +13
National Institute for Nursing Research...........ccccceuvenence. 130 135 139 +4
National Human Genome Research Institute................... 464 479 493 +14
Natl Inst. for Biomedical Imaging & Bioengineering...... 280 289 298 +9
National Center for Research Resources..........ccoeunee.... 1,139 1,179 1,094 -85
Natl Center for Complementary & Alternative Med....... 113 117 121 +4
Natl Center for Minority Health & Health Disparities.... 186 192 197 +5
Fogarty International Center...........cocoeeverereeererereiererennnnns 62 65 67 +2
National Library of Medicine.........ccceeveuevereveeerercuencnennee 306 317 325 +8
Office of the DireCtor........cooveveeveeereieecceeeececeeeeeee 286 327 360 +33
Buildings & Facilities..........cccoeveeeeieeeieeeeeeeeeenes 639 99 100 +1
Nuclear/Radiological Countermeasures Research.......... 0 0 47 +47
ONDCP Drug Forfeiture Fund Transfer (NIDA)............. 4 5 0 -5
Total, Program Level $27,178 $28,041 $28,805 +$764
Less Funds Allocated from Other Sources:
Nuclear/Radiological Countermeasures Res. (PHSSEF) $0 $0 -$47 -$47
ONDCP Drug Forfeiture Fund Transfer (NIDA)............. -4 -5 0 +5
PHS Evaluation Funds (NLM) -8 -8 0 +8
Type 1 Diabetes Research 1/ =100 =150 =150 0
Total, Budget Authority. $27,066 $27,878 $28,607 +$729
Labor/HHS Appropriation $26,983 $27,800 $28,527 +$727
VA/HUD Appropriation $84 $78 $80 +$2
FTE ottt 17,596 17,522 17,522 0

1/ These funds were pre-appropriated in the Benefits Improvement and Protection Act of 2000 and P.L. 107-360.
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NATIONAL INSTITUTES OF HEALTH

Mission: The mission of the National Institutes of Health (NIH) is to uncover new knowledge that will lead to better

health for everyone.

Major advances in knowledge
about life sciences, especially

the sequencing of the human
genome, are opening dramatic new
opportunities for biomedical research
and heretofore un-imagined
prospects for preventing, treating,
and curing disease and disability.
Investment in biomedical research by
NIH has driven these advances, and
the FY 2005 budget request seeks to
capitalize on the resulting opportuni-
ties to improve the health of the
nation. Building on the research
momentum generated by the fulfill-
ment of the President's commitment
to complete the five year doubling of
the NIH budget, the FY 2005 request
provides $28.8 billion for NIH. This
is an increase of $764 million, or

2.7 percent, over the FY 2004 level.
These funds will support a record
total of nearly 40,000 research
project grants in FY 2005, including
an estimated 10,393 new and
competing awards, an increase of
258 over FY 2004.

NIH is the world's largest and most
distinguished organization dedicated
to maintaining and improving health
through medical science. Its budget
is composed of 27 appropriations for
its Institutes and Centers, Office of
the Director, and Buildings and
Facilities. In FY 2005, nearly

85 percent of the funds appropriated
to NIH will flow out to the extramu-
ral community, which supports work
by more than 212,000 research
personnel affiliated with about 2,800
university, hospital, and other
research facilities. About 11 percent
of the budget will support an in-
house, or intramural, program of
basic and clinical research activities
managed by world-class physicians
and scientists. This intramural
research program, which includes the
NIH Clinical Center, gives our nation
the unparalleled ability to respond
immediately to health challenges

nationally and worldwide. Another
4 percent will provide for research
management and support.

or 7.5 percent, over FY 2004. Our
nation's ability to detect and counter
bioterrorism ultimately depends

NIH Total Funding

(dollars in billions)

$28.0 $28.8

$27.2

1998 1999 2000 2001 2002 2003 2004 2005

Fiscal Year

RESEARCH PRIORITIES IN FY 2005

In fulfilling its mission, NIH strives
to maintain a diverse portfolio of
research founded on both public
health need and scientific opportunity.
The FY 2005 budget request will
allow NIH to address imperative
requirements in biodefense;
implement the NIH Roadmap for
Medical Research; pursue an obesity
research initiative; and manage a
research initiative on developing
nuclear and radiological threat
countermeasures. Additional support
will be provided to continue progress
in promising arenas of science
related to specific diseases such as
cancer, HIV/AIDS, diabetes,
Parkinson's disease, and Alzheimer's
disease; while also pursuing whole
new avenues of post-genomics
research.

Biodefense: For FY 2005, the
President's budget proposes a total of
$1.7 billion for NIH biodefense
efforts, an increase of $121 million,

heavily on the state of biomedical
science. Guided by its long-range
strategic plan that includes short-,
intermediate-, and long-term goals,
NIH's biodefense research stresses
two overarching, complementary,
and urgent components: a) basic
research on the biology of microbial
agents with bioterrorism potential
and the properties of the host's
response to infection and defense
mechanisms; and b) applied research
with predetermined milestones for
the development of new or improved
diagnostics, vaccines, and therapies.
NIH will continue to ensure full
coordination of these research activi-
ties with other Federal agencies in
the war against terrorism.

In just the past two years, NIH has
made tremendous strides towards
developing countermeasures to
protect all Americans from bioterror-
ism. For example, researchers
supported by NIH have sequenced
genomes representative of all
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bacteria considered bioterrorism
threats, and are sequencing genomes
for at least one strain of every
potential viral and protozoal bioter-
rorism pathogen. NIH has also
developed and expanded contracts to
screen new drugs, develop new
animal models, establish a reagent
and specimen repository, and provide
researchers with genomic, proteomic
and bioinformatic resources related
to potential bioterrorism agents.

NIH is funding more than 100 grants
and contracts with pharmaceutical
and biotechnology companies in
collaborative projects to develop
high-priority biodefense products.
Work on a second-generation anthrax
vaccine has rapidly progressed to the
point that a vaccine product is
expected to be ready for procurement
later this year through the new DHS
BioShield program.

In FY 2005, NIH will complete the
national network of extramural
Regional Centers of Excellence for
Biodefense and Emerging Infectious
Diseases Research, including
awarding the last two of the planned
10 regional centers. Also in

FY 2005, NIH will continue testing a
range of candidate vaccines in
clinical and pre-clinical studies,
including third-generation vaccines
against smallpox; a DNA vaccine to
prevent Ebola virus; and new
vaccines for plague, tularemia, Rift
Valley Fever, and other viral
hemorrhagic fevers, such as Marburg
and Lassa viruses.

The FY 2005 budget requests

$150 million to continue support for
construction of specialized biosafety
laboratories at universities and
research institutions across the
country. Prior to FY 2002, only a
few of these specialized laboratories
existed in the United States that were
capable of conducting research on
potential bioterrorism agents. The
$150 million investment in FY 2005
will fund an additional 20 Level 3
laboratories in metropolitan areas
throughout the country. Once these
facilities are completed, we will be

able to support over 200 research
projects at the same time aimed at
developing medical protection from
bioterrorism. These facilities will
also back up State and Federal public
health laboratories if there is an
actual or suspected bioterrorism
attack. This increase in FY 2005 will
be funded as a result of the comple-
tion of NIH's applied research on
new anthrax and smallpox vaccines.

The ability to mitigate the health
effects of radiation exposure in the
potential event of the use of a limited
nuclear or radiological device in a
terrorist attack presents a critical
challenge for which little
progress has been made in the
last 40 years. The FY 2005
biodefense request for NIH
includes $47 million for the
Public Health and Social
Services Emergency Fund to
support specific targeted
research activities needed to
develop medical countermea-
sures to more rapidly and
effectively treat nuclear or
radiological injuries. This
research initiative will focus on
a) developing drugs that can be
used to prevent injury from
radiological exposure;

b) improving methods for
measuring radiological

exposure and contamination;
and c) developing methods or
drugs to restore injured tissues
and eliminate radioactive
materials from contaminated
tissues.

NIH Roadmap for Medical
Research: In an effort to target
major opportunities and gaps in

*

an increase of $84 million, in the
budgets of the Institutes and Centers
and used in a coordinated effort to
support the Roadmap.

The Roadmap will help transform
new scientific knowledge that will
result in tangible benefits for the
American public of new treatments,
prevention strategies, and diagnostics
through overcoming barriers to rapid
progress in biomedical research. The
Roadmap is organized into three core
themes: New Pathways to Discovery;

Research Teams of the Future; and
Re-engineering the Clinical Research
Enterprise.

NIH Roadmap
for Medical Research

Three Core Themes

New Pathways to Discovery: The
focus of this area is to build a better
"toolbox" for medical researchers in
the 21st century, including new
technologies, databases and other
resources needed for scientists to fully
capitalize on recent discoveries.

+ Projects include Molecular
Libraries, Nanomedicine, and
Structural Biology.

Research Teams of the Future: As the
scale and complexity of biomedical
research grows, scientists will increas-

ingly need to move beyond the
confines of their own discipline and
explore new organizational models for
team science.

+ Projects include Interdisciplinary
Research Centers and the NIH
Director's Pioneer Award.

biomedical research that no ¢ Re-engineering the Clinical Research

single institute at NIH could
tackle alone, the FY 2005
budget allocates a total of
$237 million for the
"Roadmap" initiative, an
increase of $109 million over
FY 2004. The request includes
$60 million in the Office of the
Director, an increase of

$25 million, and $177 million,

Enterprise: This area aims to
integrate and strengthen clinical
research networks in order to acceler
ate clinicalstudies and trials.

+ Projects include Regional
Translational Research Centers,
National Clinical Research
Associates, and Clinical Research
Informatics.
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HIV/AIDS Research: The FY 2005
budget includes a total of $2.9 billion
for HIV/AIDS-related research. This
is an increase of $80 million, or

2.8 percent over the FY 2004 level.
In addition to these funds, the

FY 2005 budget includes $100 million
in NIAID to continue HHS contribu-
tions provided since FY 2002 to the
Global Fund to Fight HIV/AIDS,
Tuberculosis, and Malaria.

The FY 2005 NIH HIV/AIDS
research agenda continues the
following overarching themes: HIV
prevention research, including
development of vaccines, microbi-
cides, behavioral interventions, and
strategies to prevent perinatal
transmissions; therapeutics research
to develop simpler, less toxic, and
cheaper drugs and regimens to treat
HIV infection and its complications;
international research, particularly to
address the critical research and
training needs in developing
countries; and research targeting the
disproportionate impact of the AIDS
epidemic on racial and ethnic minority
populations in the United States. All
of these efforts require a strong
foundation in basic science.

NIH research has heavily informed
the President's Emergency Plan for
AIDS Relief. NIH research proved
the safety and efficacy of a drug
regimen for preventing transmission
of HIV from an infected mother to
her newborn that is more affordable
and practical than any other course
of therapy examined to date. The
NIH-sponsored study demonstrated
that a single oral dose of the
antiretroviral drug, nevirapine, given
to an HIV-infected woman in labor
and another dose given to her baby
within three days of birth reduced the
transmission rate by about half
compared with a course of AZT
given only during labor and delivery.
Additional data from this study
demonstrated the continued benefit
and safety of nevirapine in reducing
mother-to-child transmission of HIV
up to 18 months, even in a breast-
feeding population.

Obesity: The epidemic of obesity
threatens the Nation's health by
sharply increasing the incidence of
type 2 diabetes, fatty liver disease,
kidney failure, and cardiovascular
and other diseases. However,
dramatic advances in our understand-
ing of how appetite and weight are
regulated offer new opportunities to
develop methods to treat obesity and
to prevent type 2 diabetes and other
obesity-related diseases. In FY 2005,
NIH plans to expand its obesity
research portfolio by $40 million, for
a total of $440 million. This includes
a targeted, $22 million, trans-NIH
initiative that will seek to better
understand the neurobiological,
genetic, behavioral, and environmen-
tal basis of obesity and its co-morbid
conditions; improve strategies for
maintaining healthy weight in
adults and children, particu-
larly in primary care, school,
and workplace settings; and
develop new therapeutic anti-
obesity modalities to
complement lifestyle
interventions.

This obesity initiative will
complement the ongoing
work of NIH on diabetes,
including, for example,
efforts to build upon the
Secretary's Diabetes
Detection Initiative by
discovering new approaches
to accurately and effectively
diagnose type 2 diabetes; and
moving forward with a full-
scale, landmark, clinical trial
to test the best approaches to
lowering the risk of heart
disease and stroke in adults
with type 2 diabetes.

RESEARCH PROJECT
GRANTS

The support of basic medical
research through competitive,
peer-reviewed, and investiga-
tor-initiated research project
grants (RPGs) represents

54 percent of NIH's total
budget request for FY 2005.

In FY 2005, the NIH budget provides
$15.5 billion, a 2.7 percent increase
over FY 2004, to fund 39,986 total
projects, the highest level in the
agency's history. This is 558 more
grants in total than are expected to be
funded in FY 2004. Within this total,
NIH estimates it will support

10,393 competing RPGs in FY 2005,
an increase of 258 over FY 2004.
The average cost of research project
grants will increase in the aggregate
by 1.3 percent.

FACILITIES CONSTRUCTION

During FY 2004, both the Mark O.
Hatfield Clinical Research Center
and part of the John E. Porter
National Neurosciences Research
Center are scheduled to open, which
together will provide an additional

Total RPGs

28,399

25,000 30,000 35,000 40,000 45,000

Number of Grants

New & Competing RPGs

10,393
10,135

10,393

8,000 9,000 10,000
Number of Grants

11,000
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1,115 gross square feet of laboratory
and patient research space to NIH's
main campus in Bethesda, Maryland.
These two new major research assets
have been designed and will be
managed specifically to allow the
NIH Institutes and Centers to work
more collaboratively to speed the
pace of fundamental discoveries and
their translation into effective
therapies and prevention strategies.
In addition, over the past two years,
approximately $800 million has been

Research Project
Grants
53.9%

appropriated for both intramural and
extramural biosafety laboratory
construction which are currently in
design stages. In FY 2005, as
discussed above, another

$150 million is requested to further
expand laboratory space in universi-
ties and research institutions around
the country critical to biodefense
research activities. The budget also
includes a total of $108 million for
other non-biodefense intramural
facilities projects, such as general

FY 2005 NIH BUDGET

repairs and improvements across
NIH's nearly 200 total buildings.
No funds are requested for non-
biodefense extramural research
facilities construction grants. Over
the past 10 years, $633 million have
been appropriated for non-biodefense
extramural construction projects.

In FY 2005, NIH's budget places a
higher priority on the support of
additional research project grants.

$28.8 Billion — Percent of Total by Mechanism

Research Centers

Other Research,
Cancer Control,
NLM, Superfund,
Office of the
Director
10.7%

Facilities

0.9%

Construction

9.4%

Intramural
Research

Research &
Development
Contracts

Research
Training
2.7%
Research
Management and
Support
3.5%
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NIH OVERVIEW BY MECHANISM

(dollars in millions)

2005
2003 2004 2005 +/-2004
Mechanism:

Research Project Grants..........ccccevveeeveeeirvernnennsenensnenn. $14,239 $15,109 $15,512 +$403
[ # of Non-Competing Grants J...........ccccecvveeeceneennnnn. [25,757] [27,094] [27,351] [+257]
[ # of New/Competing Grants]............cccccceceveceneneannnn. [10,393] [10,135] [10,393] [+258]
[ # of Small Business Grants]..........c.ccccuovvnonveeeennene. [2.020] [2.199] [2.242] [+43]
[ Total # 0F GFARLS [...eoeeeeeeeeeeeeeeeeoeeeeeeeeeeeeeeeeeee [38,170] [39,428] [39,986] [+558]
Research Centers........oovveveucueeeeeeeeeeeeeeeeeeeeeee e 2,425 2,552 2,704 +152
Research Training.......cccceevevevererererererereiesesesesesesesesesesesesenes 712 749 764 +15
Research & Development Contracts 2,395 2,817 2,706 -111
Intramural Research.........ccooevvveieiveicecieeeeceeeeee 2,547 2,662 2,768 +106
Other ReS€arch........coovveeiieeieiecceeceeeeeeeeeeee e 2,119 2,214 2,264 +50
Extramural Research Facilities Construction.................... 495 118 150 +32
Research Management and Support.......c..ccccevveeccuennenee 921 985 1,017 +32
National Library of Medicine........cococveveveverererererrerirererennne 306 317 325 +8
Office 0f the DIreCtor......ccoovvveeiririeeeeeeeeeeeeeee 286 327 360 +33
Buildings and Facilities...........ccccoeveeueurineecrnnecccreenecenes 646 107 108 +1
NIEHS VA/HUD Appropriation (Superfund).................. 84 78 80 +2
Nuclear/Radiological Countermeasures Research.......... 0 0 47 +47
ONDCP Drug Forfeiture Fund Transfer (NIDA)............. 4 5 0 -5
Total, Program Level $27,178 $28,041 $28,805 +$764

Less Funds Allocated from Other Sources:
Nuclear/Radiological Countermeasures Res. (PHSSEF) $0 $0 -$47 -$47
ONDCP Drug Forfeiture Fund Transfer (NIDA)............. -4 -5 0 +5
PHS Evaluation Funds (NLM).........cceceveeieirreenriererennnn -8 -8 0 +8
Type 1 Diabetes Research 1/.......ccccooveenncenncccnnen. =100 =150 =150 0
Total, Budget Authority. $27,066 $27,878 $28,607 +$729
Labor/HHS Appropriation $26,983 $27,800 $28,527 +$727
VA/HUD Appropriation $84 $78 $80 +$2
FTE et anaes 17,596 17,522 17,522 0

1/ These funds were pre-appropriated in the Benefits Improvement and Protection Act of 2000 and P.L. 107-360.
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(dollars in millions)

2005
2003 2004 2005 1/-2004

Substance Abuse:

Substance Abuse Block Grant..................... $1,754 $1,779 $1,832 +$53
Programs of Regional and
National Significance:

Treatment......ccccevveeeeeveeieeeerieeeeceeeenes 317 419 517 +98
Prevention 197 199 196 -3
Subtotal, Substance ADUSE .....ccoeeereereraene $2,268 $2,397 $2,545 +$148
Mental Health:
Mental Health Block Grant...............cc.......... $437 $434 $436 +$2
PATH Homeless Formula Grant 43 50 55 +5
Programs of Regional and
National Significance..........cccoeevceereeennee 245 241 271 +30
Children's Mental Health Services............... 98 102 106 +4
Protection and Advocacy......cccovvvevenenencnne 34 35 35 0
Samaritan Initiative 0 0 10 +10
Subtotal, Mental Health ..........ccccerererenenene $857 $862 $913 +$51
Program Management.............cccoeeeeeeererenenns $87 $92 $92 $0
Total, Program Level...........cccecececrenvsescncne $3,212 $3,351 $3,550 +$199
Less Funds Allocated from Other Sources:
PHS Evaluation Funds........c.cococvvvnvnnnnnne 74 =117 =121 4
Total, Discretionary BA........cccceccvecucucuns $3,138 $3,234 $3,429 +$195
FTE oo 534 546 546 0
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SUBSTANCE ABUSE & MENTAL HEALTH SERVICES ADMINISTRATION

Mission: The Substance Abuse and Mental Health Services Administration's (SAMHSA) mission is to build resilience
and facilitate recovery for people with or at risk for substance abuse and mental illness.

The FY 2005 budget requests

$3.6 billion for SAMHSA, a net
increase of $199 million, or

6 percent, over FY 2004. The
request continues the President’s
commitment to reduce current illicit
drug use by doubling the Access to
Recovery State Voucher program
initiated in FY 2004. The budget
includes the implementation of the
new substance abuse Strategic
Prevention Framework, a new initia-
tive to transform the mental health
system in response to the recommen-
dations of the President’s
Commission on Mental Health, and
increases funding for services target-
ed towards homeless individuals.
Resources are also provided to
enhance Federal and State level drug
and mental health data collection
activities.

SUBSTANCE ABUSE

In February 2002, the President set
aggressive goals to reduce youth
drug use by 10 percent in two years
and 25 percent in five years.
National survey data confirm that the

President’s two-year goal has been
exceeded. Current use of any illicit
drug among students declined

11 percent between 2001 and 2003,
resulting in 400,000 fewer teen drug
users. However, with this decrease in
drug use, there continues to be an
unmet need for treatment services. In
2002, 88,000 individuals recognized
they needed treatment, but were
unable to attain it. The request
continues to expand clinical
treatment and recovery support
services to people with drug and
alcohol problems. It includes

$2.5 billion, a net increase of

$148 million, or 6 percent, for
substance abuse treatment and
prevention activities.

Expanding Access to Treatment:
The FY 2005 budget represents the
fourth year of the President’s
commitment to expand drug
treatment and recovery support
services over five years. The request
proposes to double funding for the
Access to Recovery State Voucher
program for a total funding level of
$200 million. The initiative would

allow individuals seeking clinical
treatment and recovery support
services to exercise choice among
qualified community provider
organizations, including those that
are faith-based. The program’s
emphasis is on results — measured by
outcomes including decreased or no
substance use, no involvement with
the criminal justice system, attain-
ment of employment or enrollment in
school, family and living conditions,
social support, access/capacity, and
retention in services. Approximately
100,000 people will receive services
through this program in FY 2005.

Promoting Effective Prevention:
Current research shows that
science—based substance abuse
prevention is effective not only in
preventing youth from initiating
substance use in the first place, but
also in reducing the number of
addicted individuals. This budget
includes $196 million to implement
SAMHSA'’s new Strategic Prevention
Framework. The Strategic
Prevention Framework’s objectives
are to promote the use of perform-

Youth Substance Abuse Declines

Recently released survey data show that the President’s goal in reducing youth drug use by 10 percent between
2001 and 2003 has been exceeded. These findings reflect the first decline in youth drug use of this extent in more

than a decade.

¢ [llicit drug use between 2001 and 2003 among students declined 11 percent, from 19.4 percent to
17.3 percent, representing 400,000 fewer drug users over two years.

Marijuana is the most commonly used illicit drug among youth. Between 2001 and 2003, current use of
marijuana declined 11 percent, from 16.6 percent to 14.8 percent.

The perceived risk of marijuana increased markedly among 8th, 10th, and 12th graders.

The use of LSD and ecstasy among youth plummeted. Lifetime use of LSD fell 43 percent between 2001 and
2003 and past year and current use each dropped by nearly two-thirds. Lifetime use of ecstasy dropped
32 percent while past year and current use were cut in half.

Lifetime and current use of cigarettes declined among 8th, 10th, and 12th graders.

Lifetime alcohol use also declined among 8th, 10th, and 12th graders.

Source: Monitoring the Future
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ance measures and evaluation tools
by substance abuse prevention
providers; to increase substance
abuse prevention programming
throughout the United States, and to
support the implementation of
effective prevention programs in
States and communities. Through
the Strategic Prevention Framework,
SAMHSA builds capacity within
States and the prevention field to
promote resiliency and decrease risk
factors in individuals, families, and
communities. The budget will focus
on efforts to enhance implementation
of effective programs at the
community level, with an emphasis
on the prevention of underage
drinking.

Substance Abuse Block Grant: A
total of $1.8 billion is requested for
the Substance Abuse Prevention and
Treatment (SAPT) Block Grant, an
increase of $53 million over

FY 2004. The SAPT Block Grant
provides treatment services to over
425,000 individuals and supports
over 10,500 community-based
organizations. It is the cornerstone
of States’ substance abuse financing,
accounting for at least 40 percent of
public funds expended for prevention
and treatment.

A recent Program Assessment Rating
Tool (PART) identified the SAPT
Block Grant as the only Federal
program that provides funds to every
State to support State-wide substance
abuse treatment and prevention
services, noting that the program has
adopted new long-term outcome
measures and annual outcome and
output measures. SAMHSA is
undergoing a transition from Block
Grants to Performance Partnerships,
in which all States will be required to
provide outcome information that
can be aggregated to monitor
program performance. The same
performance measures that are to be
used in Access to Recovery will be
adopted for Performance
Partnerships.

Transforming Mental Health Care

“Americans with mental illness deserve our understanding, and they
deserve excellent care. They deserve a health care system that treats their

illness with the same urgency as a physical illness.

’

President George W. Bush, April 29, 2002

President’s Commission on Mental Health’s Six Goals to Transform the

Mental Health System:

Americans understand that mental health is essential to overall

health.

Mental health care is consumer and family driven.

Disparities in mental health services are eliminated.

Early mental health screening, assessment, and referral to services

are common practice.

Excellent mental health care is delivered and research is accelerated.

Technology is used to access mental health care and information.

MENTAL HEALTH

The budget includes $913 million for
mental health services, a net increase
of $51 million over FY 2004. The
request provides resources for a new
initiative to respond to the
recommendations of the President’s
Commission on Mental Health and
increases access to mental health
services to some of our most vulner-
able citizens.

Transforming the Mental Health
System: In July 2003, the
President’s Commission on Mental
Health released its final report,
calling for a fundamental overhaul of
how mental health care is delivered
in America — to achieve the promise
of recovery for families and children.
SAMHSA has the lead role for HHS
in developing an action agenda to
incorporate the Report’s recommen-
dations into service delivery
improvements. As an important step
in reshaping this delivery system, the
budget proposes $44 million for
State Incentive Grants for
Transformation. These new grants
will support the development of
comprehensive State mental health
plans to reduce system fragmenta-

tion, and increase services and
supports available to people living
with mental illness. In the first year,
States will establish a planning
dialogue across multiple service
systems and agencies, such as
criminal justice, housing, child
welfare, labor and education. In
subsequent years, 85 percent of
funds may be used to support
programs at the community level as
proposed in the State Plan. The
remaining 15 percent will continue to
support State planning and coordina-
tion activities.

Homeless Services: Recent studies
have found that 20 percent of
individuals experiencing chronic
homelessness also have a serious
mental illness. The request includes
$10 million for the HHS contribution
for the Samaritan initiative, an
Administration-wide initiative to
reduce chronic homelessness jointly
administered with the Departments
of Housing and Urban Development,
and Veterans Affairs. This initiative
will support service providers that
better enable access to the full range
of services that chronically homeless
people need including housing,
outreach and support services such as
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mental health services, substance
abuse treatment, and primary health
care. Priority will be given to
grantees who initiate activities to
expand access to mainstream Federal
programs for those who experience
chronic homelessness. The request
also includes $55 million for the
Projects for Assistance in Transition
from Homelessness (PATH), a

$5 million increase over FY 2004.
These funds will allow grantees to
reach out to 154,000 homeless
individuals, getting them off the
streets and into mental health and
substance abuse treatment services,
as well as adequate housing.

Other Mental Health: The budget
also supports assistance to States in
developing programs for individuals
with co-occurring mental health and
substance abuse disorders, and
continues to support efforts with
other Federal partners on youth
violence.

A total of $436 million is requested
for the Community Mental Health
Services Block Grant to support
comprehensive community services
to approximately 220,000 adults with
serious mental illness and children
with serious emotional disturbances.
A recent PART review determined
that the Mental Health Block Grant
is the only Federal program that
provides funds to every State to
provide State-wide community-based
mental health services. The program
has adopted new long-term outcome
measures to advance strategic
planning and will be converting to
Performance Partnerships in

FY 2005. This transition from Block
Grants to Performance Partnerships
will require States to collect and
report performance data to better
measure program effectiveness.

PROGRAM MANAGEMENT

The budget includes $92 million to
maintain staff, and related program
management and support activities
necessary to effectively administer a
wide array of Federal programs. As
part of the President’s Management
Agenda, SAMHSA has implemented
changes in its grant announcements,
creating process efficiencies within
the Agency and leading to increased
clarity for applicants. Under the new
process, four standard grant
announcements have been created
based on common elements such as
purpose, standard of evidence base,
award size, eligibility, allowable
activities, and review criteria. Each
of the grant announcements include
standard performance measures,
ensuring increased accountability
Agency-wide.
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(dollars in millions)

2005

2003 2004 2005 +/-2004

Health Costs, Quality and Outcomes Research............ $253 $246 $246 $0
Patient Safety Research (non-add)....................... 60 80 84 +4
Medical Expenditures Panel Surveys.........cocoevevererinenns 53 55 55 0
Program SUPPOTL.......cceeiirieeeeieeee e 3 3 3 0
Subtotal, Program Level $309 $304 $304 $0

Less Funds Allocated From Other Sources...................

PHS Evaluation Funds........c.cccoooeveveriiererniecreeenens -$304 -$304 -$304 $0
Public Health & Social Services Emergency Fund.... =S 0] 0 0
Total, Budget Authority $0 $0 $0 $0

Agency for Healthcare Research and Quality 44



AGENCY FOR HEALTHCARE RESEARCH AND QUALITY

Mission: The Agency for Healthcare Research and Quality (AHRQ) promotes health care quality improvement by
conducting and supporting health services research that develops and presents scientific evidence regarding all
aspects of health care. The agency's vision is to foster health care research that helps the American health care
system provide access to high quality, cost-effective services, to be accountable and responsive to consumers and
purchasers, and to improve health status and quality of life.

he FY 2005 request for AHRQ

provides a total program level of
$304 million, the same as FY 2004.
This request reflects priority of a
continued focus on improving patient
safety and reducing medical errors,
through the implementation of target-
ed efforts to make safety-improving
technologies available to hospitals
and health systems.

AHRQ conducts and sponsors health
services research to inform decision-
making and improve clinical care and
the organization and financing of
health care. AHRQ evaluates both
clinical services and the system in
which these services are provided.
This work contributes not only to
improved clinical care, but also to
more cost-effective care. In FY 2004
and FY 2005, AHRQ supports the
translation of research into measura-
ble improvements in the care
Americans receive. AHRQ has
forged cooperative relationships with
major health care organizations to
ensure that research funded by the
Agency is implemented by the major
players in the health system. The
agency's research agenda is broad
and spans from medical informatics
to long-term care; from pharmaceuti-
cal outcomes to prevention to
responses to bioterrorism.

HEALTH COSTS, QUALITY, AND
OUTCOMES

The President's Budget will continue
to support improvements through
research on the cost effectiveness and
quality of health care by providing a
total of $246 million. Within this
total funding, spending on patient
safety efforts will increase from

$80 million to $84 million.

Patient Safety: Of the total

$84 million, $50 million again will
be made available for health system-
based information technology
investments designed to enhance
patient safety, with an emphasis on
small community and rural hospitals
and systems and the importance of
partnerships across communities.

Information technology has the
potential to improve the quality,
safety and efficiency of health care
by helping health care professionals
make the best decisions and by
assuring that those decisions are
implemented as intended. These
investments will continue to encour-
age uptake of technologies such as
computerized physician order entry,
computer monitoring for potential
adverse drug events, automated
medication dispensing, computerized
reminder systems to improve compli-
ance with guidelines, handheld
devices for prescription information,
computerized patient records, and
patient-centered computerized
support groups. The first awards for
implementation of these technologies
will be made in summer 2004.
AHRQ will provide up to 50 percent
of the total project costs, up to
$500,000 per year per project.

Adoption of information technology
applications requires the develop-
ment of a business case for these
tools. Working with public and
private partners, AHRQ will help use
data from hospital IT investment
demonstrations to help spread proven
technology through the healthcare
system.

AHRQ will continue to invest

$10 million on the development of
clinical terminology, messaging
standards, and other tools needed to

accelerate the use of cost-effective
healthcare information technology.
AHRQ will fund research to identify
barriers and practical solutions to the
development and use of health
information systems to support
quality improvements and patient
safety, since one major obstacle is
the lack of clinical terminology and
messaging standards that support
interoperability. These priority
projects will support patient safety in
the U.S., develop a common vision
for health information technology
and standards across the health care
spectrum, and promote and acceler-
ate efforts needed to make that vision
a reality in the U.S.

The remaining $24 million in
AHRQ's patient safety budget
supports a variety of activities.
AHRQ will continue to work collab-
oratively with the Centers for
Disease Control and Prevention, the
Food and Drug Administration, and
the Centers for Medicare & Medicaid
Services, to develop a common Web
interface for medical providers that
will both enhance the usefulness of
adverse event information and reduce
reporting burden for their partners in
the health care community. This
streamlined reporting system will
integrate data from such systems as
the National Healthcare Safety
Network operated by CDC as well as
the reporting systems for drugs,
biologics, vaccines, and medical
devices operated by FDA.

This past year, AHRQ launched a
monthly, peer-reviewed, Web-based
medical journal that showcases
patient safety lessons drawn from
actual cases of near-errors.
Morbidity and Mortality Rounds on
the Web helps to educate providers
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about ways to prevent errors, in a
blame-free environment. AHRQ has
also been working with external
partners such as the American
Academy of Pediatrics to put togeth-
er a fact sheet for pediatricians and
parents of children: "20 Tips to Help
Prevent Medical Errors in Children."
Finally, AHRQ will continue a
number of research grants and
contracts designed to understand how
technologies, workforce, and organi-
zational structure affect patient
safety, as well as a program to train
safety experts to assist States and
local healthcare organizations in
developing a safety focus.

Research and Dissemination
Activities Outside Patient Safety:

In FY 2005, AHRQ will invest

$162 million in research and dissem-
ination activities in prevention,
acute-and long-term care, pharma-
ceutical outcomes, informatics, and
other areas to support the quality of
health care. The FY 2005 budget
enables AHRQ to renew several
grant programs that help support the
health care quality infrastructure.
These include Building Research
Infrastructure & Capacity Program
(BRIC), Minority Research
Infrastructure Support Program
(M-RISP), Centers for Education and
Research on Therapeutics (CERTS)
program, and Practice-Based
Research Networks (PBRNs). In

addition, AHRQ will fund $6 million
in new grants and contracts for
Research Empowering America's
Changing Healthcare System
(REACHES). These grants and
contracts will expand work in the
area of adopting research findings in
real-world settings, assessing their
impact and generalizability, and
promoting rapid uptake of successful
efforts.

A number of AHRQ efforts are
oriented toward making research
findings accessible. For example, in
the CERTs program, studies are
underway to gather information that
Medicaid programs can use to make
coverage and other policy decisions
such as drug utilization review,
economic effects of beta-blocker
therapy in heart failure, and
prevalence of type 2 diabetes
mellitus in children. Under its
Evidence-based Practice Program,
AHRQ is developing scientific
information for other agencies and
organizations on which to base
clinical guidelines, performance
measures, and other quality improve-
ment tools. For example, this past
year, AHRQ's Minnesota-based
Evidence based Practice Center
(EPC) set out to review medical
literature to answer questions such
as: What are the current indications
for, and outcomes from, primary total
knee replacement? What factors

Five Steps to Safer Health Care

1. Ask questions if you have doubts or concerns.

2. Keep and bring a list of ALL the medicines you take.

3. Get the results of any test of procedure.

4. Talk to your doctor about which hospital is best for your health needs.

5. Make sure you understand what will happen if you need surgery.

Excerpts from Five Steps to Safer Health Care. Patient Fact Sheet. July 2003. AHRQ
Publication No 03-M007. Agency for Healthcare Research and Quality,

Rockville, MD.

www.ahrq.gov/consumer/5steps. htm

explain disparities in the utilization
of total knee replacement in different
populations?

AHRQ will also continue to chair the
U.S. Preventive Services Task Force.
The USPSTF has issued clinical
recommendations on colorectal
cancer, breast cancer, osteoporosis,
hormone replacement therapy,
depression, and aspirin chemopre-
vention for patients at risk for heart
disease.

MEDICAL EXPENDITURE PANEL
SurvEYS (MEPS)

The FY 2004 budget for MEPS
includes a request for $53 million,
the same as the FY 2004 level.
MEPS is the collection of detailed,
national data on the health care
services Americans use, how much
they cost, and who pays for them.

It is the only national source of visit-
level information on medical
expenditures. MEPS to continue to
inform a better understanding of the
quality of care the typical patient
receives, and of disparities in the
care delivered. MEPS data are
critical for tracking the impact of
Federal and State programs, includ-
ing the State Children's Health
Insurance Program (SCHIP),
Medicare and Medicaid. One of the
agency's recent accomplishments is
the publication of two first-ever two
reports, required by the agency's
1999 reauthorization, that represent
the first national comprehensive
effort to measure the quality of
health care in America and differ-
ences in access to health care
services for priority populations.

National Reports on Quality and
Disparities in Health Care: The
National Healthcare Quality Report
includes information on patient
assessment of health care quality,
clinical quality measures of common
health care services, and perform-
ance measures related to outcomes of
acute and chronic disease.

The second report — the National

Agency for Healthcare Research and Quality
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Healthcare Disparities Report —
highlights populations that are at
high risk for differences in care.
These populations include the
elderly, people in inner-city and rural
arcas, women, children, minorities,
low-income groups, and individuals
with special health care needs. The
NHDR was developed in partnership
with other HHS agencies to ensure
synergy with existing efforts.

The first editions of both reports are
available on a new Web site,
www.qualitytools.ahrg.gov. In

addition, the site serves as a Web-
based clearinghouse by providing
information for health care providers,
health plans, policymakers,
purchasers, patients and consumers
to take effective steps to improve
quality. Both the NHQR and the
NHDR will be released annually.
AHRQ has budgeted $3 million in
FY 2005 for these projects.

In FY 2005, AHRQ will be fully
funded through inter-agency transfers
of evaluation funds.
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(dollars in millions)

2005
2003 2004 2005 +/-2004
Current Law:

MeEdiCare /... $277,366 $302,610 $331,261 +$28,651
Medicaid /2.t 160,693 177,107 183,197 +6,090
4,355 5,232 5,299 +67

15 47 304 257

$442,929 $484,996 $520,061 +$35,065

-28,433 -32,169 -36,839 -4,670

=58 0 0 0

$414,438 $452,827 $483,222 $30,395

Proposed Law:

Medicare Administration..........ccevevereerereerrneennns $0 $0 -$205 -$205
Medicare Benefits.........cccoveevierierrernnnnnn. 0 0 -150 -$150
SMI Transfer to Medicaid for QlIs 0 0 136 $136
Medicaid Administration............ccecevvvevnvnes 0 0 -380 -$380
Medicaid BENefits........ccoovvvevvviveeieeieeeeeeeeenns 0 175 -753 928
Total Proposed Law. $0 $175 -$1,352 -$1,527
Premiums, Proposed Law........cccvvevereeererercneene $0 $0 $36 $36
One-Time Military Service Credits Adjustment $0 $0 $181 $181
Total Net Outlays, Proposed Law/3.............. $414,438 $453,002 $482,087 $29,085

1/ Includes benefits, administration, Medicare Transitional Drug Assistance, and the Medicare Prescription
Drug Account.

2/ Net outlays, without FY 2003/04 outlays for QMBs; without FY 2005 State low-income determinations.

3/ Total net outlays equal current outlays minus the impact of proposed legislation
and offsetting receipts.
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CENTERS FOR MEDICARE & MEDICAID SERVICES

Mission: The Centers for Medicare & Medicaid Services’ mission is to assure health care security for beneficiaries.

he FY 2005 budget request for

the Centers for Medicare &
Medicaid Services (CMS) is
$482.1 billion in net outlays. The
request finances Medicare, Medicaid,
the State Children's Health Insurance
Program (SCHIP), the Health Care
Fraud and Abuse Control Program
(HCFAC), State insurance enforce-
ment, and CMS operating costs.
This budget reflects an increase of
$29.1 billion over FY 2004.

On December 8, 2003, President
Bush signed the Medicare
Prescription Drug Improvement and
Modernization Act of 2003 (MMA)
into law. This is the most significant
overhaul of the Medicare program
since its inception in 1965, adding a
long overdue prescription drug
benefit and expanded health choices

Medicare
60%

for seniors. A top priority for CMS
and HHS will be the timely
implementation of the sweeping
changes in the law, starting with
providing Medicare beneficiaries a
discount prescription drug card by
June 2004.

Building upon the success of the
Health Insurance Flexibility and
Accountability (HIFA) and Pharmacy
Plus waivers, the Administration
plans to work diligently with the
Congress to develop a Medicaid
modernization plan. This plan would
introduce more State flexibility and
fiscal stability into the program. As
under last year's proposal, States will
have the option of receiving their
SCHIP and Medicaid funding togeth-
er in an allotment. The allotment
option requires States to provide a

FY 2005 NET OUTLAYS
Total=$482.1 billion

Administration
1%

specified benefit package for current
Medicaid beneficiaries whose
coverage is mandated by law.

The budget also includes significant
new efforts to extend services to the
disabled and those in need of
long—term care services through the
New Freedom Initiative. In addition,
it provides assistance to vulnerable
populations transitioning from
welfare to work through the
extension of the Transitional Medical
Assistance Program.

Finally, the budget proposes to restrict
the use of certain intergovernmental
transfers and cap Federal payments
to individual State and local
providers. This will improve program
integrity and help stem the tide of
rising costs in the Medicaid program.

Medicaid
38%
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MEDICARE MODERNIZATION ACT

n December 8, 2003, the

President signed into law the
historic Medicare Prescription Drug,
Improvement, and Modernization
Act 0of 2003 (MMA). This
Administration and Congress worked
together to provide over 40 million
Medicare beneficiaries with more
choices in health care coverage and
better health care benefits. This law
represents the most significant and
sweeping expansion of the Medicare
program since its enactment in 1965.
As the President said, this new law
will ease the burden of high prescrip-
tion drug costs on seniors and will
give them the extra help they need
with these costs. MMA will
strengthen and modernize Medicare
while still providing beneficiaries
with the option to remain in
traditional Medicare. MMA creates a
new Part D prescription drug benefit,
allows for competition among health
plans to foster innovation and
flexibility in coverage, removes
restrictions on Health Savings
Accounts (HSA), offers regulatory
relief, and requires an analysis of
Medicare's potential long-term
reliance on general tax-payer
revenues.

DiscounT DRUG CARD

The MMA establishes a new
Medicare approved prescription drug
discount card program that will
immediately help Medicare benefici-
aries reduce
their
out—of—pocket
spending on
drugs. All
Medicare
beneficiaries,
except those
who already
have Medicaid drug coverage, will
be able to enroll in a prescription
drug discount card program that
allows them to use a Medicare
approved discount card in their local
pharmacy. Seniors and individuals

...Millions of older and disabled
Americans will benefit from the drug
discount card...These Americans have

been paying full price for their drugs for
too long...
-- Secretary Tommy G. Thompson, 2003

MMA Standard Drug Benefit, 2006

In 2006, the standard benefit offers:

¢ a $250 deductible;

¢ a modest average monthly premium estimated at $35, based on

choice of plan; and

® a 75 percent subsidy for drug costs between $251 and $2,250.

* Once a beneficiary pays $3,600 out-of-pocket ($5,100 in total
spending), the Federal Government will pay all costs except for

nominal cost-sharing.

* The cost-sharing is equal to the greater of (1) a co-payment of $2 for
a generic drug or preferred drug / $5 for any other drug or

(2) 5 percent co-insurance.

with disabilities could save on
average 10 to 15 percent on their
total drug costs, with savings of

25 percent or more off retail prices
on individual prescriptions.
Beneficiaries can find comparative
information about drug card sponsors
through www.medicare.gov and
1-800-MEDICARE after April 2004.
Card enrollment begins as early as
May 2004, and discounts and transi-
tional assistance begin in June 2004.

Discount cards will help to reduce
out-of-pocket drug costs until the
Medicare drug benefit takes effect on
January 1, 2006. HHS estimates that
the typical senior without drug
coverage, who spends $1,285 annually
on medicine, could save as much as
$300 annually with their discount
card.
Beneficiaries
will pay no
more than
$30 annually
in 2004 and
2005 to
enroll.
Beneficiaries
can also apply for transitional
assistance (TA). TA, for individuals
whose income is less than $12,123
each year or for married couples
whose income is less than $16,362
(based on 2003 Federal Poverty

Levels), provides up to $600 per year
for purchasing drugs. Medicare will
cover the cost of the enrollment fee
for these low-income cardholders.

Beneficiaries will have a choice of at
least two Medicare approved cards,
and they can change cards during an
open enrollment period prior to 2005
or if they move or enroll in a
Medicare managed care plan. Any
company interested in providing a
discount card must offer price
reductions on at least one medication
per category in more than

200 therapeutic categories of drugs.

VOLUNTARY PRESCRIPTION DRUG
BENEFIT

The Administration delivered on the
promise to provide Medicare
beneficiaries with prescription drug
coverage. MMA establishes a new
voluntary prescription drug benefit
under a new Medicare Part D. The
legislation implements many of the
principles outlined in the President's
Framework to Modernize and
Improve Medicare. It especially
helps those with low incomes and
those with high drug expenses. HHS
places a high priority on educating
Medicare beneficiaries about these
new choices and improved benefits.
HHS will publish the proposed rule
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Low-Income Drug Benefit Provisions in MMA

Low-income Medicare beneficiaries will receive generous assistance in
purchasing their prescription drugs, as follows:

¢ All Medicaid full benefit dual eligibles will pay no deductible, no
premiums and no co-pays after the out-of-pocket limit is reached.

¢ Medicaid full benefit dual eligibles with incomes below 100 percent
of poverty will have co-payments of $1 for generics and $3 for brand
name drugs up to the out-of-pocket limit. Full benefit dual eligibles
with incomes at or above 100 percent of poverty will have
co—payments of $2 for generics and $5 for brand name drugs up to

the out-of-pocket limit.

¢ Institutionalized dual eligibles will pay no premiums, deductibles, or

cost-sharing.

¢ Non-dual eligible beneficiaries with incomes below 135 percent of
poverty who meet an asset test of $6,000 per individual or $9,000 per
couple will have no deductibles, no premiums, and co-pays of $2 for
generics and $5 for brand name drugs up to the out-of-pocket limit.
Non-dual beneficiaries with incomes below 150 percent of poverty
who meet an asset test of $10,000 per individual or $20,000 per
couple will have premium subsidies based on their incomes and

limited cost-sharing.

¢ For non-dual beneficiaries, eligibility for the low-income subsidies
will be determined by State Medicaid agencies or by the Social

Security Administration.

implementing the drug benefit in
calendar year 2004, and the final rule
in calendar year 2005.

Beginning January 1, 2006,
approximately 40.7 million Medicare
beneficiaries who are entitled to

Part A or enrolled in Part B will have
access to prescription drug benefits
under the new Part D. Beneficiaries
can choose between at least two
qualifying private drug plans from
which to receive their benefit. The
law provides for a government
fallback plan for areas without at
least two plan choices.

Current Medicare beneficiaries can
enroll during an initial open enroll-
ment period between November 2005
and May 2006. For beneficiaries
eligible for Medicare in the future,
Part D enrollment will correspond to
the enrollment period for Part B. At
enrollees’ option, Part D premiums
may be paid directly to the prescrip-
tion drug plan or their Medicare

Advantage plan, deducted from the
beneficiary's Social Security check,
or paid through an electronic funds
transfer.

Beneficiaries can choose to enroll in
a stand-alone private drug plan or a
Medicare Advantage prescription
drug plan to get their prescription
drugs. Federal subsidies will
encourage plan participation and
better enrollee benefits. Plans will
negotiate drug prices with
manufacturers and provide these
lower prices to beneficiaries.
Beneficiaries will receive monthly
detailed explanations of their drug
benefits from their plan.

Beneficiaries will be able to get the
types of drugs they need. Although
plans are permitted to use formularies,
formularies have to meet statutory
standards. Formularies have to
include drugs within each therapeutic
category and class of covered Part D
drugs, so beneficiaries keep their

drug choices. And, beneficiaries can
appeal to have a non-formulary drug
covered, if their formulary does not
make their preferred drug available
and a doctor certifies the drug is
necessary.

HHS will develop an electronic
prescription program for Part D
covered prescription drugs.
Electronic standards will reduce the
number of prescribing errors that
occur each year and protect Medicare
beneficiaries against the possibility
of medication errors.

STATE EFFECTS

Under Part D of the MMA, States are
relieved of a significant portion of
the costs of providing pharmaceutical
benefits to individuals eligible for
both Medicare and Medicaid. This
relief is mitigated somewhat by a
provision that mandates States
maintain some percentage of the
financial responsibility for providing
drugs to these individuals. State
contributions will be determined by
first calculating the per capita
payment for dually eligible individu-
als. This figure will be multiplied by
the number of fully dually eligible
individuals in the State to calculate a
Statewide total. In 2005, States will
be expected to pay 90 percent of this
amount. This percentage will be
phased down to 75 percent by

FY 2015, where it will remain
thereafter.

In addition to this Maintenance of
Effort provision, States will also be
expected to participate in the eligibil-
ity determination process for the
drug benefit. For the Part D
low—income drug benefit, eligibility
will be determined by either the State
Medicaid agency, with States receiv-
ing their regular matching funds for
associated administrative costs, or by
SSA, with additional funds author-
ized to cover new administrative
costs.

The MMA also includes two other
provisions that will effect State

Centers for Medicare & Medicaid Services
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Percent of Medicare Beneficiaries in
Private Plans Pre- and Post-MMA

(projected in millions)

o
¢

1149,

Local managed care plans will
continue to be offered on a
county-wide basis. Beginning
in 2006, Medicare Advantage
will also include coordinated
care plans that offer both in-
and out-of-network required
services on a regional basis.
There will be at least

10 regions, but no more than
50. Each regional plan must
offer a maximum limit on out-
of-pocket expenses and a
unified deductible. Also

2004 2005

2006 2007 2008

——Pre-MMA —+ Post-MMA

Medicaid programs. The first of
these introduces significant changes
to the Medicaid Disproportionate
Share Hospital program (DSH). The
first major change increases FY 2004
DSH allotments by 16 percent
without regard to a current cap,
which ensures that States will not
draw down DSH money in excess of
12 percent of their total spending on
medical assistance. The second
major provision changes the defini-
tion of low DSH States from States
with DSH programs accounting for
between 0 and 1 percent of their total
Medicaid program, to States

whose DSH programs represent

0 and 3 percent of total Medicaid
spending. These low DSH States
will be given 16 percent increases in
their DSH caps each fiscal year
between 2004 and 20009.

Finally, the MMA created a new
program to assist States with paying
for uncompensated medical care for
undocumented aliens. The law
establishes an annual $250 million
fund, which will be allotted among
the States each year between

FY 2005 and 2008. Two-thirds of
this money will be distributed based
on the relative percentages of
undocumented aliens in each State
and the District of Columbia.

One third will be allotted among the
six States with the largest number of
undocumented alien apprehensions.
The amounts set aside for each State
will not be dispersed through the
State itself. The law requires the
Secretary to directly pay hospitals,
doctors, and other providers for their
otherwise uncompensated costs of
providing emergency health care to
undocumented aliens.

MEDICARE ADVANTAGE

The new law replaces
Medicare+Choice with the Medicare
Advantage program under Part C of
Medicare. MMA changes how
private plans will be paid in 2004
and thereafter. MMA allows for
plans to be compensated appropriate-
ly for the increasing costs of caring
for Medicare beneficiaries. Private
plans will be able to use these
enhanced payments to offer benefici-
aries more generous coverage and to
provide additional benefits that
traditional Medicare may not. For
example, plans can provide Medicare
beneficiaries with lower premiums,
broader benefits, or an improved
physician network. With better
compensation, more private plans
will voluntarily enter the Medicare
market and improve beneficiaries'
plan choices.

2009

beginning in 2006, the
Secretary will determine
Medicare Advantage payment
rates by comparing plan bids to
a benchmark. Plans will bid to
provide benefits, and the
Federal Government will pay the
plans the amounts they bid. If the
plan's bid is below the benchmark,
the beneficiary will receive 75 percent
of the difference, either through
additional benefits or lower cost-
sharing. If the Medicare Advantage
plan's bid is above the benchmark,
the beneficiary will pay the addition-
al amount. Beneficiaries in Medicare
Advantage plans will not be required
to enroll in the new prescription drug
program, but beneficiaries can
choose to receive an integrated
benefit (medical and prescription
drugs) through Medicare Advantage.

COMPARATIVE COST ADJUSTMENT
DEMONSTRATION

The MMA authorizes a six year
demonstration of direct competition
between Medicare fee-for-service
(FFS) and private plans beginning in
2010. The demonstration will be
conducted in Metropolitan Statistical
Areas (MSA) with two local
Medicare Advantage plans and local
private plan participation of not less
than 25 percent. The Secretary will
choose not more than six qualified
MSAs to participate in the
demonstration. Medicare Advantage
plans will continue to be paid what
they bid, and traditional FFS and
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Medicare Advantage premiums will
vary depending on plan and local
FFS costs. Low-income beneficiar-
ies in the demonstration areas will be
protected from premium increases,
and premiums of FFS beneficiaries
will not increase or decrease annual-
ly by more than 5 percent relative to
the FFS Part B premium.

FEE-FOR-SERVICE PROVIDERS

MMA includes numerous provisions
affecting Medicare providers, includ-
ing rural providers. Following are
highlights of these changes:

Rural Providers: For rural hospitals,
MMA equalizes urban and rural
standardized amounts under the
inpatient hospital prospective
payments system and reduces the
labor-related share of the wage index
from 71.1 percent to 62 percent. In
addition, the Disproportionate Share
Hospital (DSH) payment adjustment
is increased from 5.25 percent to

12 percent for qualified hospitals.
Rural hospitals with fewer than

100 beds will be protected from
payment reductions associated with
the outpatient prospective payment
system for an additional two years.

For Critical Access Hospitals
(CAHs), MMA increases their bed
limit from 15 to 25, allows periodic
interim payments, loosens rules on
distinct part rehabilitation and
psychiatric units, and increases
reimbursement for services to

101 percent of reasonable costs.

Physicians in newly established
scarcity areas receive a 5 percent
bonus payment. Physicians in
certain low-cost areas with geograph-
ic adjustment factors below one will
receive increased payments that raise
this factor to one, from 2004 to 2006.
Home health agencies in rural areas
will receive a 5 percent increase in
Medicare payments for one year
starting April 1, 2004. Ambulance
providers receive a 2 percent
increase in reimbursement for rural
ground trips, and an increase in
payment for ground ambulance trips

over 50 miles. Rural hospice
providers are allowed more freedom
to allow nurse practitioners to act as
the attending physician for a benefi-
ciary who elects hospice.

Inpatient Hospitals: For fiscal years
2005 through 2007, hospitals will
receive the full market basket update
if they submit 10 quality measures
established by the Secretary. If
hospitals do not submit the quality
measures in any of these years, they
will receive an update of market
basket minus 0.4 percentage points.

Physicians: The physician conver-
sion update factor for 2004 and 2005
will be 1.5 percent, rather than the
—4.5 percent update originally
scheduled for 2004. Starting in
2003, the formula for calculating the
sustainable growth rate (SGR) will
be modified. The GDP factor will
now be based on a 10-year rolling
average, replacing the current factor
which measures the one year change
from the preceding year.

Skilled Nursing Facilities (SNFs):
MMA increases the per diem
payment amount by 128 percent for a
SNF resident with AIDS, effective
until the time the Secretary certifies
that SNF case mix adjustment has
been appropriately modified to cover
the increased costs of caring for
these residents.

Home Health Agencies: Home
health payments are increased by the
full market basket during the last
quarter of calendar year 2003 and the
first quarter of 2004. The update for
the remainder of 2004, as well as
2005 and 2006, is the home health
market basket increase minus

0.8 percentage points.

Durable Medical Equipment
(DME): The payment update for
most DME items and services is
frozen from 2004 to 2008, or until
competitive bidding is implemented.

PREVENTIVE BENEFITS

The MMA introduces a number of
provisions that will expand preventive

benefits coverage beginning

January 1, 2005. Beneficiaries
whose Medicare Part B coverage
begins on or after January 1, 2005,
will be covered for an initial preventive
physical examination within

six months of enrollment. This
examination will include counseling
or referral with respect to screening
and preventive services such as
pneumococcal, influenza, and
hepatitis B vaccinations; screening
mammography; screening pap smear
and pelvic exam; prostate cancer
screening; colorectal cancer screen-
ing; diabetes outpatient
self-management services; bone mass
measurement; glaucoma screening;
medical nutrition therapy services;
cardiovascular screening blood test;
and diabetes screening test.

The diabetes screening test, only
given to beneficiaries at risk for
diabetes, will include a fasting
plasma glucose test and other such
tests approved by the Secretary.

The cardiovascular screening blood
tests and the diabetes screening test
do not have a deductible or co-pays
(since Medicare pays 100 percent for
clinical laboratory tests), so beneficiaries
do not incur any cost. This is an
additional incentive for those with
limited resources who might not
otherwise access these benefits.

Also, screening and diagnostic
mammography will be excluded
from the outpatient prospective
payment system and paid separately
under the physician fee schedule.

PART B COST SHARING

MMA increases monthly Part B
premiums for beneficiaries with
higher incomes beginning in January
2007. Prior to MMA, the Part B
premium for all beneficiaries, regard-
less of income, was set at 25 percent
of estimated program spending in a
given year. Under MMA, individuals
with incomes above $80,000 and
married couples with incomes above
$160,000 will be subject to higher
monthly premium amounts. The

Centers for Medicare & Medicaid Services

54



increases will be calculated on a
sliding scale basis and phased in over
a five year period. The highest
category on the sliding scale will be
for individuals with incomes above
$200,000 (or $400,000 for a married
couple).

MMA also makes changes to the
Medicare Part B deductible. The
deductible will remain $100 in 2004,
increase to $110 in 2005, and in
subsequent years, be indexed to
inflation. Specifically, starting in
2006, the deductible will be
increased by the same annual
percentage as the monthly Part B
premium increase (i.e., essentially
the growth rate in Medicare Part B
program expenditures).

REGULATORY REFORM

MMA includes a number of adminis-
trative and operational reforms. For
example, regulatory reform
provisions require the establishment
of overpayment recovery plans in
case of hardship; prohibit contractors
from using extrapolation to
determine overpayment amounts
except under specific circumstances;
describe the rights of providers when
under audit by Medicare contractors;
require the establishment of standard
methodology to use when selecting a
probe sample of claims for review;
and prohibit a supplier or provider
from paying a penalty resulting from
adherence to guidelines. In addition,
MMA allows physicians to reassign
payment for Medicare services to
entities with which the physicians
have an independent contractor
arrangement. Finally, under the new
law, final regulations are to be
published within three years, and all
measures of a regulation are to be
published as a proposed rule before
final publication.

CONTRACTING REFORM

The MMA includes provisions that
allow the Secretary to introduce
greater competitiveness and flexibility
to the Medicare contracting process.

To ensure a sufficient number of
private contractors to administer the
program, the original law setting up
Medicare provided prospective
contractors with a number of
beneficial provisions such as limiting
the type of contractors, requiring cost
contracts, and limiting competition
for specific functions. The new law:

*+ Removes the distinction between
Part A contractors and Part B
contractors;

¢ Allows the Secretary to renew
contracts annually for up to
five years;

¢ Requires that all contracts must be
re-competed at least every
five years;

¢ Limits contractor liability; and

* Allows incentive payments to
improve contractor performance.

FRAUD AND ABUSE

MMA includes several provisions to
combat health care fraud and abuse
in the Medicare and other CMS
programs. Highlights of these
provisions are:

* Refinement of the average
wholesale price (AWP) payments
for Medicare's covered outpatient
drugs provided in a doctor's office.

* Establishment of a competitive
bidding program that would
replace the current Medicare fee
schedule payments for durable
medical equipment (DME), enteral
nutrition, and off-the-shelf
orthotics. The competitive program
will phase in all metropolitan
statistical areas (MSA) over a
three year period beginning in
2007.

¢ Development of quality and
clinical standards for payment to
DME suppliers.

¢ Implementation of a three-year
pilot program in up to 10 States to
conduct national and State
background checks on workers in

long-term care settings. The pilot
program would identify efficient,
effective, and economical
processes for long term care
facilities or providers to conduct
background checks on employees
with direct access to residents and
patients.

CosT CONTAINMENT/LONG TERM
FINANCIAL SECURITY

A provision in the new MMA will
now require that annual reports of
the Medicare Board of Trustees of
the Hospital Insurance Trust Fund
(Part A) and the Supplementary
Medical Insurance Trust Fund
(Part B) assess whether Medicare's
"excess general revenue funding”
exceeds 45 percent. As defined in
the law, excess general revenue
funding is equal to Medicare's total
outlays minus dedicated financing.
Dedicated financing includes
Medicare payroll taxes; premiums
for Part A, Part B, and Part D;
transfers from the Railroad
Retirement accounts; taxation of
certain OASDI benefits; State
transfers for Medicare coverage of
beneficiaries who receive public
assistance; and gifts. The Trustees
will be required to include the
following information beginning in
their 2005 annual report:

¢ General revenue Medicare growth
projections as a percentage of the
total Medicare outlays for each
year within a seven-fiscal-year
timeframe, and 10, 50, and 75 years
after the fiscal year being reported;

* Financial analysis of the combined
Medicare Part A and Part B trust
funds if general Medicare revenue
funding were limited to 45 percent
of total Medicare outlays;

¢ A determination as to whether
there is projected to be "excess
general Medicare revenue funding"
for any of the succeeding six fiscal
years in their annual reports. If
there is an affirmed determination
of excess general Medicare revenue
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funding for two consecutive annual
reports, this will be treated as a
funding warning for Medicare.
The President may then submit to
Congress proposed legislation to
respond to the warning;

¢ Comparisons with the growth
trends for the gross domestic
product, private health costs,
national health expenditures, and
other appropriate measures; and

¢ Expenditures and trends in
expenditures under Part D.

The law requires the Medicare
Trustees to issue a "warning" if
general revenues are projected to
exceed 45 percent of Medicare
spending in a year within the next
seven years. If the Trustees issue
such a warning in two consecutive
years, the law provides special
legislative conditions for the
consideration of proposed legislation
submitted by the President to address
the excess general revenue funding.

APPEALS REFORM

MMA changes the Medicare
fee—for—service appeals process. It
requires the Social Security
Administration (SSA) and HHS to
develop and implement a plan for
transferring the Medicare hearings
function from SSA to HHS, while

maintaining independence of the
administrative law judges hearing the
cases from CMS. MMA specifies
that a plan for this transfer must be
submitted to Congress and the GAO
by April 1, 2004, and the transfer
must occur between July 1 and
October 1 of calendar year 2005.
MMA struck the statutory language
that requires SSA ALJs to hear
appeals of local coverage determina-
tions.

MMA also changes the requirements
for presentation of evidence, notices,
and the number of qualified
independent contractors (QICs). It
reduces the number of QICs required
by Section 521 of the Benefits
Improvement and Protection Act of
2000 (BIPA) from at least 12 to at
least four. It requires providers and
suppliers to present all evidence for
an appeal at the reconsideration
level. Previously, evidence could be
presented at any stage of the appeals
process. MMA also provides for the
use of beneficiaries' medical records
in reconsiderations.

MMA increases the timeframes for
decision-making at the lower levels
of the appeals process to 60 days
from 30. It requires the dollar
amounts in controversy to be adjust-
ed annually, and the Secretary to
establish a process to expedite access

to judicial review for legal issues that
cannot be resolved administratively.
Lastly, the MMA requires the
Secretary to establish a process for
waiving disapproval of nurse-aide
training programs if an imposed civil
money penalty (CMP) is not related
to quality of care.

HEALTH SAVINGS ACCOUNTS

MMA establishe